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TO THE READER 








About the Authors 


Harold Harper, a member of this 
JouRNAL’s editorial advisory board, is 
chairman of the committee on fair 
trade acts, New York State Bar Asso- 
ciation. Mr. Harper, of New York 
City, is general counsel for the Na- 
tional Wholesale Druggists’ Association. 

Another member of the advisory 
board is Edwin L. Harding, who will 
be especially remembered as the con- 
tributor, a few years ago, of an excel- 
lent summary of Michigan food law. 
He is vice president and general coun- 
sel of Kellogg Company, Battle Creek, 
Michigan. 

Murray D. Welch, Jr., who serves 
on the legal staff of The Upjohn Com- 
pany, Kalamazoo, Michigan, has been 
with that company since 1954. He was 
graduated from Grinnell College in 
1943 and received his law degree from 
the University of Michigan in 1949. 
Mr. Welch, a member of the bars of 
the States of Michigan and New York, 





was associated with the law firm of 
Hunt, Hill & Betts, New York City, 
before joining Upjohn. 

“Some Drug Observations on the 
Federal Food, Drug, and Cosmetic 
Act” is adapted from an address de- 
livered by Frank A. Duckworth at 
the January 23 meeting of the Section 
on Food, Drug and Cosmetic Law, 
New York State Bar Association, held 
in New York City. Mr. Duckworth 
is an attorney for Chas. Pfizer & Com- 
pany, Inc. 

Rounding out this May JourNAL are 
legal and scientific comments by two 
eminent specialists in food and drug 
topics: “Christopher Comments” is writ- 
ten by Thomas W. Christopher, associ- 
ate dean and professor of law at Emory 
University. “The Scientists’ Forum” 
is the work of Bernard L. Oser, vice 
president and director of Food Research 
Laboratories, Inc., Long Island City, 


New York. 





Meeting of Food and Drug Men 


Joint Conference—F LI-Scientific Or- 
ganizations in Great Britain—The Food 
Law Institute and select scientific or- 
ganizations of Great Britain (the food 
group of the Society of Chemical In- 
dustry, the Society for Analytical 
Chemistry and the Association of Pub- 
lic Analysts) will meet in London, 
England, on July 26, 1957, for a joint 
conference. Morning and afternoon 


sessions will be held at The Royal 
Institution of Great Britain, 21 Albemarle 
Street, London W. 1. The program 
for those sessions follows: 


Morning session, beginning at 10 o'clock: 
Subject: Control of Chemical Addi- 
tives in Food, Other Than Antibiotics 


Introduction of Chairman—Charles 
Wesley Dunn, of New York City, 
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president of The Food Law Institute, 
Inc.: Dr. J. Hamence, president of the 
Society for Analytical Chemistry 

Opening Remarks: Chairman Dunn 

Papers: George P. Larrick, Com- 
missioner of Food and Drugs, with 
\. J. Lehman, M. D., Director of the 
Division of Pharmacology, Food and 
Drug Administration, United States 
Department of Health, Education, and 
Welfare; C. A. Morrell, Director, Food 
and Drug Directorate, Canadian De- 
partment of National Health and Wel- 
fare; Norman C. Wright, C. B., 
scientific adviser to British Ministry of 
Agriculture, Fisheries and Food; E. J. 
Miller, chemist in plant pathology 
laboratory, British Ministry of Agri- 
culture, Fisheries and Food 


Afternoon session, beginning at 2:30 
o'clock: 
Subject: Control of Chemical Addi- 
tives in Food, Other Than Antibiotics 
Opening Remarks: Chairman—Sir 
Harry Jephcott, chairman of Glaxo 
Laboratories, Ltd., Great Britain, and 
chairman, Advisory Council of Depart- 
ment of Scientific and Industrial Re- 
search in Great Britain 
Papers: Henry Welch, Director of 
the Division of Antibiotics, Food and 
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Drug Administration, United States 
Department of Health, Education, and 
Welfare; C. A. Morrell, with Dr. F. S. 
Thatcher, chief, microbiology labora- 
tory, Food and Drug Directorate, Ca- 
nadian Department of National Health 
and Welfare; A. L. Bacharach, chair- 
man of Sous-Commisston (on antibiotics 
in food), Commission Internationale des 
Industries Agricoles and Bureau Inter- 
national Permanent de Chimie Analytic- 
que, and formerly of scientific advisory 
staff, Glaxo Laboratories, Ltd 

There will be discussions following 
both morning and afternoon sessions. 

There will be an evening dinner, be- 
ginning at 7 o’clock, at The Apothe- 
caries’ Hall, Black Friars Lane, Queen 
Victoria Street, E. C. 4 

The chairman will be the Honorable 
Mr. Justice Lloyd Jacob, of Her 
Majesty’s High Court of Justice, Chan- 
cery Division. 

The after-dinner program will consist 
of toasts and replies. 

Note: The Royal Institution of Great 
Britain is a national scientific center, 
established in 1799. The Apothecaries’ 
Hall is the home of The Worshipful 
Society of Apothecaries, and it is sub- 
stantially as rebuilt in 1668. 





Product Liability 


The Tennessee Law Review, in two 
current issues, features discussions of 
vital significance to practitioners in 
food and drug law. 

The Review for Winter, 1957, under 
the title “Products Liability,” contains 
articles by a number of trial lawyers. 
These experts in the products field in- 
clude Arnold B. Elkind and William 
J. Condon, members of the New York 
bar, and William J. Weinstein -and 
William D. Buchanan, members of the 
Michigan bar. The Spring, 1957 issue, 
on “Strict Liability of Manufacturers,” 


offers views for and against strict lia- 
bility, as well as an intermediate view; 
consideration of the moral issues in- 
volved in its imposition; and analysis of 
the general drift by the courts toward 
strict liability. Among the writers are 
Fleming James, Jr., of Yale University; 
Marcus L, Plant, of the University of 
Michigan; Leon Green, of the Uni- 
versity of Texas; Francis E. Lucey, 
S. J., of Georgetown University; and 
Dix W. Noel, of the University of 
Tennessee. 
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WASHINGTON- 


ACTION AND NEWS 





In the Food and Drug Administration 


Monthly Report, Issued April 25, 
1957.—Food seizures in March totaled 
922,000 pounds, the Food and Drug 
Administration April 25. 


More than 


reported on 


425,000 pounds of the 
food seized were removed from the 
market to protect public health. In- 
cluded were three carloads of mercury- 
treated seed grain shipped for food use 
and a carload of wheat contaminated 
with lead during shipment. Four ship- 
ments of pecans, dyed with an uncer- 
tifiable coal-tar color, and two lots of 
“dietetic” canned tuna, not labeled with 
the required information about sodium 
content, were included in the March 
seizures. 

Filthy or decomposed food seized 
totaled 488,658 pounds. During the 
same period, approximately 140,000 
pounds of unfit food were voluntarily 
destroyed by the under the 
observation of FDA inspectors. 


owners 


Among the items seized to protect 
the purchasers’ pocketbooks were sor- 
ghum containing sugar sirup; substand- 
ard frozen egg yolk; watered oysters; 
frozen fish fillets, with ice substituted 
for part of the weight of the fish; and 
lemon juice cheapened with an arti- 
ficially colored citric-acid solution. 


Two of the drug shipments seized 
in March were pieces of a vine from 
Santo Domingo, promoted by agents 
reprints of a magazine article 


“The Vine That Makes You 


using 
entitled 
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Virile.” The Administration charged 
that the safety of the medicine has not 
been established and that the label di- 
rections were inadequate. The magazine 
article gave directions for preparing a 
“Fountain of Youth” brew by steeping 
short lengths of the vine in a bottle of 
favorite liquor for a week, to be taken 
in two-ounce doses or “at user’s discre- 
tion.” None of the product had been 
handled through licensed drug channels 


Antibiotics Certification Fees.—On 
May 2, the Administration published 
in the Federal Register a notice of ad- 
justments in fees charged pharmaceuti- 
cal manufacturers for certification of 
five antibiotic drugs and their dosage 
forms. The certification 
creased for some preparations and de 
they 


fees are in- 
creased for others; average a 10 
per cent increase. 

According to FDA, the over-all up- 
ward adjustment is necessary in order 
to meet increased costs of labor, ma- 
terials and equipment. It pointed out 
the fact that considerably more labora- 
tory work is required for the testing 
of complex formulas containing three 
to five antibiotics than for the testing 
of those containing only one or two 
Another factor in the increase is the 
rise in unit labor cost for laboratory 
personnel. 


The changes will become effective 
July 1, 1957. Before that time, a re- 


vised schedule of fees will be sent to 
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manufacturers. A charge averaging $10 
is made, for the first time, for sterility 
testing—important in assuring the safety 
of injectables. 

Charges are made by FDA, under 
the provisions of the Federal Food, 
Drug, and Cosmetic Act, for testing 
the purity and potency of formulas 
composed wholly or partially of peni- 
cillin, streptomycin, chlortetracycline, 
chloramphenicol or bacitracin, or de- 
rivatives. 

By law, the antibiotics-certification 
program is required to be self-support- 
ing. Until this year, cost increases 
were absorbed by reducing the refunds 
from fees received, FDA stated. The 
1956 refunds amounted to only 3 per 
cent of the total fees received. The 
Administration estimates that fees un- 
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der the old rates would fall short of 
the actual costs of certification, during 
1957, by $96,000. 

Labeling, Sodium Fluoride Denti- 
frices.—The Commissioner of Food and 
Drugs has ordered deleted from the 
regulations a provision for a warning 
statement—in the labeling of certain 
sodium fluoride dentifrice preparations 
—against use, except as directed by a 
dentist, of the preparations where the 
water supply contains fluoride. 

New Drugs for Investigational Use. 
—Since no objections were filed, the 
regulations concerning new drugs for 
investigational use have been amended 
with reference to radioactive drugs 
which have been licensed, or otherwise 
authorized by the Atomic Energy Com- 
mission, 





In the Public Health Service 


Polio-Vaccine Situation.—The Public 
Health Service announced on May 10 
that 3.6 million cubic centimeters (doses) 
of new poliomyelitis vaccine were released 
during the week ending on that day. 

Information which the service had 
collected from states and from manu- 
facturers showed that inventories of 
vaccine in the hands of manufacturers, 
druggists, physicians and health officers 
for the week ending May 3 had totaled 
8 million cc., a reduction of 0.9 million 
cc. from the previous week’s figures 
(ending April 26). The inventory for 
the week ending April 19 had been 8.2 
million cc. and for the week ending 
April 12, 63 million cc. On March 25, 
when the vaccine shortage was most 
acute, supplies totaled only 3.2 million 
cc. By April 5, this figure had risen 
to 3.7 million cc. 

The service continued to urge com- 
munities to move ahead in their vaccine 


programs as rapidly as supplies permit. 
It repeated recommendations made by 
Surgeon General Leroy E. Burney in 
March that communities begin their 
programs with first injections as sup- 
plies become available without waiting 
to accumulate reserves for second in- 
jections. Dr. Burney also had recom- 
mended that, until supplies become 
more plentiful, preference continue to 
be given to individuals under 20 years 
of age and to pregnant women. 


Data on the distribution and use of 
vaccine are collected each week by the 
service to assist manufacturers in plan- 
ning distribution and as an aid to 
local groups in the planning and carry- 
ing-out of their vaccination programs. 
The information is also transmitted to 
the American Medical Association, to 
the National Foundation for Infantile 
Paralysis and to the Association of 
State and Territorial Health Officers. 


(Continued on page 319) 
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The Impact 


of Federal Law upon State Law 
in the Field of Food and Drugs 


By HAROLD HARPER 


The Question in Each Case Testing Pre-emption Ils Whether Congress Intended 
to Override State Regulation. The General Counsel, National Wholesale 
Druggists’' Association, Discusses Court Opinions, Which Lack Uniformity 


HIS CONSTITUTION, and the Laws of the United States which 

shall be made in Pursuance thereof . . . shall be the supreme 
Law of the Land; and the Judges in every State shall be bound there- 
by, any Thing in the Constitution or Laws of any State to the Con- 
trary notwithstanding.” So runs the Federal Constitution’ and, of 
course, it applies to food and drugs. Not only the federal statutes, but 
departmental regulations, and even rulings in individual cases—when 
authorized by statute—enjoy this supremacy. Competition between 
federal and state regulation of commerce is by no means confined to 
the food and drug field, but there and in related health fields the con- 
flict has been acute, since the states, no less than the federal govern- 
ment, have been keen to defend the health and well-being of their citizens. 

Until the Federal Food and Drugs Act of 1906, protection against 
misbranded or contaminated food and drugs had been left entirely to 
the states. Under that Act, and under the 1938 Federal Food, Drug, 
and Cosmetic Act, the federal government has undoubtedly been the 





1 Art. VI, Sec. 2. 
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most vigorous champion of the consumer in affording protection against 
contamination and deception in the vending of food and drugs. Both 
before and since the first federal Act, however, there has come into 
existence a vast amount of state regulatory law. This consists not 


only of state acts and regulations, but also of codes and ordinances 


of municipalities. 


Possible Relationships of Federal and State Regulatory 
Measures 

When placed beside the federal Acts and regulations, a state 
enactment may (1) present an irreconcilable conflict, (2) add a re- 
quirement which the federal Act does not make, (3) supplement the 
federal Act in the sense that it covers a field that should be regulated 
but which the Act leaves untouched, (4) be identical with the federal 
Act, or substantially so, or (5) afford a remedy which the Act does 
not give. 

Congressional authority to enact the Food, Drug, and Cosmetic 
Act is based upon the interstate commerce clause of the Cons*ttution.* 
In enacting the statute, Congress exercised its entire power under 
the clause. That power “extends to the intrastate activities which 
so affect commerce as to make regulation of them appropriate means 
to the attainment of a legitimate end, regulation of interstate com- 
merce.” * Congressional purpose was “to extend the protection of con- 
sumers . . . to the total extent constitutionally possible af 
Since the Sullivan case, at least, there can be no doubt that it has 
done so. For example, the Act unqualifiedly prohibited: 

misbranding articles held for sale after shipment in interstate commerce, with- 
out regard to how long after the shipment misbranding occurred, how many 
intrastate sales had intervened, or who had received the articles at the end of 
the interstate shipment.’ 


Scope of Federal Legislation 
Since Congress did exercise its entire constitutional power, legis- 
lation must be held to include those transactions which have an effect 
upon interstate commerce and which influence its course. This leaves 
very little room for state regulation upon the ground that the trans- 
action is merely a sale in intrastate commerce when that sale is a step 
in a system of national distribution of goods. However, in a number 





? Art. I, Sec. 8, cl. 3. ‘H. Rept. 2139, 75th Cong., 3d Sess., 
* Cloverleaf Company v. Patterson, 315 p. 3. 
U. S. 148, 154 (1942). 5'U. 8S. v. Sullivan, 332 U. S. 689, 696 


(1948). 
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of instances, state courts are found hugging to themselves this shred 
df possible jurisdiction.® 

As might be expected, court decisions have not been uniform in 
dealing with the claims of dual sovereignty. The Supreme Court has 
claimed its privilege of not being entirely consistent. 

Where there is a direct conflict between state and federal regula- 
tion, no great difficulty is encountered. The state’s claim to regulate 
must give way. The state’s regulation is void. Thus where, pursuant 
to the 1906 federal Act, the Secretaries of the Treasury, of Agricul- 
ture, of Commerce and of Labor had ruled that a label of “corn syrup 
with cane flavor” was sufficient, the United States Supreme Court 
set aside a conviction in a Wisconsin court for failure to have the 
label read “glucose flavored with sugar cane syrup,” as required by 
a Wisconsin statute.’ Acknowledging that a state might protect its 
people against fraud or imposition by impure food or drugs, the Court 
said that a state might not 


7 enact legislation in conflict with the statutes of Congress passed for the 
regulation of the subject, and if it does, to the extent that the state law interferes 
with or frustrates the operation of the acts of Congress, its provisions must yield 
to the superior Federal power given to Congress by the Constitution 


Horse-Meat Cases Under New York City Sanitary Code 

The New York Court of Appeals decided simultaneously two 
cases arising under the New York City Sanitary Code, which pro- 
hibited the sale of horse meat unless it was “decharacterized by 
harmless coloring or otherwise.” The federal regulation permitted 
the transportation and sale in interstate commerce if the product was 
hermetically sealed and labeled “dog food.” Each plaintiff sought 
a declaratory judgment that it need not comply with the city law 
and also an injunction against the local authorities. One had complied 
with the federal regulation. It was granted the relief sought: “Quite 
obviously, the ordinance does not supplement the federal presumption ; 
rather, it infringes upon it.” Relief was denied the other plaintiff 
which had not complied with the federal regulation.* 


In another case of direct conflict in the New York courts, a fed- 


eral regulation under the meat-packing act fixed for corned beef a 





See Arkansas State Board of Health v. * McDermott v. Wisconsin, 228 U. S. 115 
Arkansas Wholesale Grocers Association, (1913) 
Inc., CCH Food Drug Cosmetic Law Re- * Quaker Oats Company v. City of New 
ports { 85,170; Rubenstein & Son Produce, York, 295 N. Y. 527, 68 N. E. (2d) 593 
Inc. v. State of Texas, CCH Food Drug (1946). 
Cosmetic Law Reports { 85,152, 272 S. W. 

(2d) 613 (Tex. Ct. of Civ. App., 1954) 
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maximum of 20 per cent of curing solution by weight. The New York 
City Sanitary Code permitted only 10 per cent. The trial court held’ 
the manufacturer entitled to a declaratory judgment that the municipal 
requirement was void. The appellate division modified the judgment, 
sustaining the city regulation as to all corned briskets of beef pro- 
duced in the state and sold in the city. Congress, it seems, had not 


intended to occupy the entire field, since the meat-packing act itself 


expressly excepted persons who transported or sold meat in a state 


in which the establishment was located. The New York Court of Ap- 


peals affirmed without opinion.® 


Coal-Tar Ingredient in Hair Dye 


A somewhat different question is presented where there is no 


express conflict, but the state law imposes a requirement which the 
federal law does not. The Food, Drug, and Cosmetic Act does not 


require a coal-tar color to come from a United States-certified batch 
if contained in a hair dye and if the hair dye is not otherwise injurious 
to health. The New York City authorities seized a quantity of a hair 
dye and were proceeding to destroy it because the coal-tar ingredient 
did not come from a certified batch, and the label did not contain a 
caution and requirement for a patch test. These were the require- 
ments of the sanitary code. A suit for a declaratory judgment resulted 
in a determination that the city was without authority to add this 


requirement."° 


A third type of case which may arise is where the state statute 
is wholly consistent with the federal statute, but has an objective not 


covered by the federal statute. State regulation of this character was 
upheld by the Supreme Court of the United States in Savage v. Jones. 
An Indiana statute forbade the sale of feeding stuff in the state which 
had not been registered, labeled or stamped as required by the Act or 


which was found, upon analysis by the state chemist, to contain a 


smaller percentage of crude fat or crude protein than stated in the 


minimum guarantee on the tag or label affixed to the product. The 


Supreme Court sustained a demurrer to a bill seeking to restrain 
enforcement of the state law, the plaintiff arguing that the Food and 
Drugs Act of 1906 had pre-empted the field. The Court said: 








* Kansas Packing Company, Inc. v. City 
of New York, 204 N. Y. Misc. 1077, 127 
N. Y¥. S. (2d) 107 (N. Y. Spec. Term, 
1953), 284 App. Div. 398, 131 N. Y. S. (2d) 
351 (ist Dept., 1954), 309 N. Y. 696, 128 
N. E. (2d) 411 (1955). 


*” Gorolin Corporation v. City of New 
York (unreported) (DC N. Y., 1949), Civ. 
No. 47-113. 





or 
qu 


Clo: 
seel 
of | 
Inte 
fede 
pow 
mer 
seiz 
Stat 
butt 





nu 2 
Sc 


mre UF 


° 


IMPACT OF FEDERAL LAW UPON STATE LAW PAGE 267 


But this does not cover the entire ground. It is one thing to make a false 
or misleading statement regarding the article or its ingredients, and it may be 
quite another to give no information as to what the ingredients are. 

Again, the Court said that the intent of Congress to override the 
state law “is not to be implied unless the act of Congress fairly inter- 
preted is in actual conflict with the law of the State.” ™ 

In the horse-meat cases to which reference has been made,** the 
New York Court of Appeals, while striking down the city regula- 
tion at the suit of one plaintiff, refused to do so in the other’s case 
where the horse meat was not packed in a sealed container nor labeled 
“dog food,” and thus presumably was available for human consump- 
tion. It did this under what it regarded as a settled rule “that, even 
if the Federal Government has legislated in a particular field, local 
regulation in that field is not necessarily prohibited uniess national 
uniformity is essential.” 

Congress is undoubtedly supreme in the regulation of interstate 
commerce and no doubt also in all that affects interstate commerce. 
The question, therefore, in each case is whether Congress intended to 
override state regulation. Obviously, the exclusion of state law cannot 
be expressed comprehensively in federal regulation, and it never is. 
Consequently, tests must be sought of the Congressional intent. The 
test is no longer one of “actual conflict.” The inquiry is as to whether 
the pattern of the Congressional act is such as to show that Congress 
intended to reserve the entire field to itself. 


Seizures Under State Statute—Cloverleaf Butter 
Company v. Patterson 


The two points of view here discussed reached their climax in 
Cloverleaf Butter Company v. Patterson, decided in 1942.*° The plaintiff 
seeking an injunction against state action in that case was a renovater 
of butter, preparing a product for interstate commerce. Under the 
Internal Revenue Code the entire renovation process is subject to 
federal supervision. The federal government, however, was without 
power of seizure until the article was committed to interstate com- 
merce, where upon, if it were found to be adulterated, it could be 
seized under the Federal Food, Drug, and Cosmetic Act. The Alabama 
statute, on the other hand, permitted the seizure of the packing-stock 
butter—the material to be renovated—if filthy or contaminated. Seizures 








1225 U. S. 501, 532-533 (1912). % Cited at footnote 3. 
“ Cited at footnote 8. 
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had been made by the Alabama authorities, and more were threatened. 
A laboratory report of the Food and Drug Administration showed the 
packing-stock butter to be very filthy butter indeed. The Supreme Court 
reversed a decree dismissing the bill, holding that Congress had pre- 
empted the field and that the seizures under the Alabama statute were 
an intrusion. The decision was five to four, Chief Justice Stone writing 
for the minority and pointing out that, while it was true that the renovation 
process was under federal inspection, the federal government was 
without power to proceed against the filthy ingredients going into 
the butter. Accepting as a test that proposed by the majority—to wit, 
the effect of the state seizures upon the national renovating policy 
declared by the federal statute—the dissent argued that the seizure 
of these filthy ingredients under the state law did not impair in the 
slightest degree the operation of the federal statute. The Court was 
applying the test which it had previously announced in a decision in 
another field: 


The test, therefore, is whether the matter on which the State asserts the 
right to act is in any way regulated by the Federal Act. If it is, the federal 
scheme prevails though it is a more modest, less pervasive regulatory plan than 
that of the state.” 


State Laws Patterned on Federal Act 

It is noteworthy that 26 states have enacted laws substantially 
following the pattern of the 1938 federal Act. In practice, the states 
leave enforcement to the Food and Drug Administration with its 
better-equipped laboratories and investigatory personnel. The ques- 
tion apparently has not yet arisen as to whether the states may enforce 
any of the laws that are identical with the federal statute. For a time, 
at least, the pronouncement of Mr. Justice Holmes in Charleston & 
Western Carolina Railroad Company v. Varnville Furniture Company ™ 
vas accepted as the touchstone of decision. He said: 

When Congress has taken the particular subject-matter in hand, coincidence 
is as ineffective as opposition, and a state law is not to be declared a help because 
it attempts to go farther than Congress has seen fit to go. 

However, the Supreme Court has had to retreat from this extreme 
statement. In California v. Zook,** the Court said: 

3ut the fact of identity does not mean the automatic invalidity of state 
measures. Coincidence is only one factor in a complicated pattern of facts guiding 
us to congressional intent. 





“% Rice v. Santa Fe Elevator Corporation % 237 U. 
331 U. S. 218, 236 (1947). #6 336 U. 


ny 


. 597, 604 (1915). 
. 725, 730 (1949). 
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Enforcement of ‘‘Little’’ Food, Drug, and Cosmetic Acts 

The question as to whether a state can enforce a “little” Food, 
Drug, and Cosmetic Act approached, but did not quite reach, a decision 
in a case in the Pennsylvania courts involving the addition of coloring 
matter to a lemon pie filler. A regulation of the state department of 
agriculture, purported to have been made under the general food law, 
forbade the addition of color—of either synthetic or natural origin 
to bakery products, if it might give the fictitious appearance of egg- 
richness. The statute itself merely forbade the addition of a sub- 
stance “whereby damage or inferiority is concealed” or the product 
is made to “appear better or of greater value than it is.” These pro- 
visions were identical with Section 402(b) of the Federal Food, Drug, 
and Cosmetic Act. 

It appeared that the lemon pie was made with a pie filling, im- 
ported in interstate commerce, in which a United States-certified coal- 
tar color was added to the other usual ingredients of the filling for a 
lemon pie. Defendant was convicted of violation of the state regulation 
before a justice of the peace and again convicted after a trial de novo 
at Quarter Sessions. In the Pennsylvania Superior Court,’ to which 
an appeal was taken, it was ‘earnestly contended that, since the Fed 
eral Food, Drug, and Cosmetic Act also declared food to be adulterated 
if it were made to appear better or of greater value than it was, the 
federal statute had pre-empted the field. The Pennsylvania Superior 
Court affirmed the conviction upon the ground that interstate com 
merce had come to an end when the interstate filling was baked into 
a Pennsylvania pie and that, therefore, the federal statute did not 
apply. The Supreme Court of Pennsylvania reversed upon the ground 
that the regulation held to have been violated was not warranted by 
the Pennsylvania statute itself. Accordingly, it did not reach the ques- 
tion of pre-emption of the field by the federal statute.** 


Question of Restitution 


A federal court may not, as incidental to a decree of condemna- 
tion, order restitution to persons who have parted with their money 
for food, drugs or cosmetics which turn out to have been misbranded.”® 
However, there seems little question but what a suit for damages may 
be maintained either under state statute or common law, even though 





1 Commonwealth v. DiMeglio, CCH Food % CCH Food Drug Cosmetic Law Reports 
Drug Cosmetic Law Reports { 85,160, 179 * 85.165, 385 Pa. 119, 122 Atl. (2d) 77 (1956) 
Pa. Super. 472, 117 Atl. (2d) 767 (1955). *»U. 8. vw. Parkinson; CCH Food Drug 


Cosmetic Law Reports { 7377 (CA-9, 1956) 
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the merchandise which is the subject of the suit may be liable to sei- 
zure under the federal statute or may be the basis of a criminal prosecu- 
tion or investigation under that statute.° 

The question as to whether state action is paralyzed because of 
pre-emption by the federal government appears likely to be decided 
upon a case-to-case basis, with a present leaning toward excluding 
state regulation, even where such regulation seems helpful and de- 
sirable. Conflicts, of course, must be resolved in favor of the federal 
statute, but where state action appears to supplement the federal 
effort it seems unfortunate that the minority in the Cloverleaf case did 
not prevail. The importance of preserving the public health is so 
great that it seems regrettable that state agencies should be precluded 
from remedial action when they are active and willing to take on the job. 


[The End] 


COMBINING OR CONSPIRING—FTC ENFORCEMENT 
AND PROCEDURE 


A nonprofit marketing association of citrus-fruit growers may con- 
tinue to use its supply adjustment program to prevent market gluts in 
citrus fruits, the Federal Trade Commission has ruled. The ruling, 
however, forbade resumption of the association’s attempts to control 
the price or the interstate shipment of fruit after grower members have 
sold it to handlers and processors. The Commission adopted, with 
modifications, a hearing examiner’s initial decision holding that the 
association unlawfully had restrained competition in an effort to stabilize 
Florida’s citrus-fruit industry. The Commission stated, in part: 


“'. . we conclude that respondents’ contention that there was an 
agency relationship existing between . . . [the association’s] grower 
members and the handlers, thus justifying the fixing of prices at which 
handlers resold fruit grown by . . . [the association’s] members is 
without merit and it is rejected. 


“It was contended by respondents before the hearing examiner and 
renewed vigorously on appeal that . . . [the association] sought only 
to establish the prices which its grower-members received for the fruit 
grown by them. The hearing examiner found, however, . . . that 
{the association’s] price-fixing activities extended beyond that point to 
include establishing the prices at which purchasers (handlers) from the 
growers resold citrus fruit and citrus products. We are of the opinion 
that there is substantial evidence in the record to support that finding. 
We are further of the opinion that the record establishes, in addition to 
actual price-fixing, that . . . [the association] policed the industry 
to control prices charged by processors. . . .” (Issued May 6; released 
May 10, 1957.)\—CCH Trapve Recutation Reports { 26,498. 





* See, for example, Bolitho v. Safeway 
Stores, Inc., 109 Mont. 213, 95 Pac. (2d) 
443 (1939). 
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EDWIN L. HARDING REPORTS ON 


Food Patents 


in the Courts 


Mr. Harding Sets Forth the Tests to Which Patent Applica- 
tions Are Subject; He Illustrates How General Patent-Law 
Principles Are Applied to Food Patents; and He Analyzes 
a Number of the Cases Laying Down Those Principles . . . 


iT AM NOT A PATENT LAWYER; I do, however, have a good 
deal to do with patent lawyers and food patents. This article does 
not deal with technical details of patent law, but is prepared for the 
general practitioner in the food field who is interested in the broad 
general principles concerning the patentability of food products and 


processes. 


Introduction 

Congress is empowered by the Constitution of the United States, 
in Article I, Section 8, clause 8 “to promote the Progress of Science 
and useful Arts, by securing for limited Times to. . . Inventors the 
exclusive Right to their respective . . . Discoveries.”’ 

General provisions relating to patents are enacted in the present 
patent law as contained in 35 USCA, Sections 1-88. Under the present 
law, Sections 31 and 73, the classes of patentable subject matter in- 
clude “any new and useful art, machine, manufacture, or composition 
of matter, or any new and useful improvements thereof” and “any new, 
original, and ornamental design for an article of manufacture.” 


In Sinclair & Carroll Company v. Interchemical Corporation, 325 
U. S. 327, 65 S. Ct. 1143, 1145, it is stated: 

The primary purpose of our patent system is not reward of the individual 
but the advancement of the arts and sciences. Its inducement is directed to 
disclosure of advances in knowledge which will be beneficial to society; it is not 
a certificate of merit, but an incentive to disclosure. 
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Patent Office Proceedings 


Numerous applications have been filed in the United States Patent 
Office for patents on food products or the process of making food 
products, and numerous patents have been issued by the patent office. 
However, it has become increasingly difficult to secure such patents 


and, if secured, to sustain them in the courts. 

Patent applications are subject to the following usual tests: 

(1) Does an issued patent either alone or in combination with 
other patents anticipate the new invention ? 

2) Does the combination of elements and steps in the new in 


vention produce an unusual and surprising result ? 


(3) Was there public knowledge of the new invention in the 
United States before it was made? 

(4) Was the new invention disclosed in publications before it 
was made? 


(5) Was a similar machine or product “on sale” in the United 
States before the new invention was made ? 
(6) In the case of a food product, is it a mere mixture of ingredients ? 


The patent office usually relies upon prior art as shown by prior 
patents and prior publications, including prior cookbooks. It is believed 
that, in many cases, these prior references are inapplicable because 
they are made with reference to individual cookery in the kitchen for 
the purpose of making one specific serving of the product and, con- 
sequently, utterly fail to recognize or suggest the applicant’s problem 
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and its novel solution for the purpose of producing the product in 
commercial quantities. 

On the point that no new and unexpected result has been attained, 
the patent office usually urges that the product applied for has no 
properties other than those characteristic of a mixture of the in- 
gredients and says that nothing is added by cooking with steam 
heat or dry heat or at different temperatures or at different times or 
with different moisture levels or with different quantities of the in- 


gredients. In numerous cases, several or all of these factors are 
fi 


quite critical and determinative of the success or failure of the inven- 
tion applied for. 

In view of the fact that this article deals with the fate of patents 
in the courts, no further comments will be made regarding patent 


office procedures. 


Respect for Patents in Food Field 
Generally speaking, patents have been very well respected in the 
food field. Where infringement has been alleged, in numerous cases 
the infringer has (1) voluntarily ceased the infringement, (2) taken 


a license under the patent or (3) agreed to a consent decree. 


Otherwise, litigation may follow. 


Court Proceedings—General Principles 

The general principles of patent law are, of course, applicable 
to food patents. As in all cases, however, it is necessary to apply these 
principles to the specific field under consideration. The courts have 
made a number of applications of these general rules to food patents. 
Some of these applications are as follows: 

(1) The patentee is presumed to be informed of everything that 
preceded him. Whether his contribution evidences patentable novelty 
depends upon the state of the prior art and the practice known or 
disclosed at the time he made his application for the patent.’ 

(2) It is not invention to discover a new property of a substance 


which is old in the art.’ 





1 Health Products Corporation v. Ex-Lax ucts, 138 F. Supp. 772 (DC Neb., 1956) 
Manufacuring Company, 24 F. (2d) 245 (DC (holding invalid process patent for preser- 
N. Y., 1926), aff'd, 22 F. (2d) 286; American vation of organic material for making 
Lecithin Company v. Warfield Company, prepared animal food) 

128 F. (2d) 522 (CCA-7, 1942) (patent for 2In re King et al., 107 F. (2d) 618 (Ct 
chocolate coating material held invalid) Customs and Patent App., 1939). 

See als) Chenault v. Nebraska Farm Prod- 
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(3) The addition of a substance to a food to produce an already 


known effect is not invention.® 


(4) The fact that others have obtained patents for similar matters 
is irrelevant on the question of the patentability of rejected claims 
of an application for a patent.* 

(5) A mere mixture of well-known ingredients in a unitary com- 
position with no new or unobvious result® or new or unexpected 
cooperative relationship between them does not result in a patentable 
product. But invention may reside in a product formed by the inter- 
mixture of two or more ingredients which results in a product pos- 
sessing characteristics of utility that are new, additional and ma- 
terially different from the property or properties which the several 
ingredients individually do not possess in common.® 

(6) New recipes or formulas for cooking which involve the addi- 
tion or elimination of common ingredients—or for treating them in 
ways that differ from the former practice—do not amount to inven- 
tion merely because it is not disclosed that, in the constantly develop- 
ing art of preparing food, no one else ever has done the particular thing 
upon which the applicant asserts his right to a patent. In all such 
cases, there is nothing patentable unless the applicant by a proper 
showing further establishes a coaction or cooperative relationship 
between the selected ingredients which produces a new, unexpected 
and useful function ; some superior efficaciousness ; or some new properties.” 

(7) If a process is disclosed in a prior art, a patent whose validity 
is attacked is anticipated even though the prior patent failed to state, 
and the inventor did not know, that his invention brought the process 
into operation.* 


9 


(8) The question of commercial success*® of the product, or its 


novelty,’ is immaterial in the absence of invention. 





* Case cited at footnote 2. Company v. Bates, 77 F. 970, aff'd, 101 F. 


* Case cited at footnote 2. 

5 In re Spohn, 77 F. (2d) 768 (Ct. Customs 
and Patent App., 1935); Jn re Spohn et al., 
77 F. (2d) 770 (Ct. Customs and Patent 
App., 1935); Jn re Luke et al., 77 F. (2d) 
772 (Ct. Customs and Patent App., 1935). 

* Application of Levin, 178 F. (2d) 945 
(Ct. Customs and Patent App., 1949); 
In re White, 39 F. (2d) 974 (Ct. Customs 
and Patent App.): Jn re Mason et al., 156 
F. (2d) 189 (Ct. Customs and Patent App.) 
(claims relating to a cream substitute held 
not patentable); Cerealine Manufacturing 


272 (CCA-7, 1900). 

* Application of Levin, cited at footnote 
6: Sanitas Nut Food Company v. Voigt, 
139 F. 551 (CCA-6, 1905). 

* Vitamin Technologisis, Inc. v. Wiscon- 
sin Alumni Research Foundation, 1944-1945 
CCH Trade Cases { 57,312, 146 F. (2d) 941 
(CCA-9, 1944). 

* Case cited at footnote 8: see also In re 
Johnson, et al., 162 F. (2d) 924 (Ct. Cus- 
toms and Patent App., 1947). 

” Application of Levin, 
note 6. 


cited at foot- 
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(9) Merely to carry forward a known principle or change in form, 
size, proportions or degree or to do the same thing in the same way by 
substantially the same means, with better results, is not of itself 


invention."? 

(10) If a product in the art can be fitted by those versed in the 
art to perform the function of a patent under judicial consideration, 
it is a pertinent reference to determine the scope of the claims.” 

(11) The ability to absorb a large amount of water is merely a 
broad statement of an attribute or function of the product, and 
functional statements cannot be availed of to define over the prior 
art—in other words, an alleged capability of the product cannot impart 
patentability to the claims over the disclosure of the prior art. 

(12) Prior patents must stand on their own published disclosures 
and can be considered as teaching the art only those things that can 
be found in them.” 

(13) There is no invention in separating a product from its 
impurities.*® 

(14) Difference in degree of purity does not predicate invention.” 

(15) Claims which merely define the product in a purified form 
are properly rejected."* 

(16) A valid patent may be granted in a proper case for a product 
and method involved in the preservation of specific foodstuffs.”* 

(17) A valid patent may be granted in a proper case for an in- 
vention for curing of meat to inhibit undesirable color change.” 

(18) There is nothing novel in the provision of a highly digestible 
and thoroughly precooked cereal product.” 

(19) There is no invention in the mere fact that a product is 
more readily prepared for immediate use.” 

(20) Notwithstanding the fact that the art of cereal foods is old, 
a cereal product can yet be patented and will be sustained where there 
has been a real contribution to the art.** Milling and the preparation of 





% Zenobia Company, Inc. v. Shuda, 30 
F. (2d) 948 (DCN. Y.). 
” Hall Laboratories, Inc. v. Kingan, Inc., 


146 F. Supp. 801 (DC Va., 1956). 


1 Mead Johnson & Company v. Hill- 
man’s, Inc. (DC IIL), aff'd, 135 F. (2d) 
955 (CCA-7, 1943). See also connected case, 


In re Johnson et al., cited at footnote 9. 
% See footnote 11. 
% See footnote 11. 
% See footnote 11. 
% In re King et al., cited at footnote 2. 
% See footnote 2. 
1* See footnote 2. 


» Sanitas Nut Food Company v. Voigt, 
cited at footnote 7; Mead Johnson & Com- 
pany v. Hillman’s, Inc., cited at footnote 
11. 

*t Cases cited at footnote 20. 

2 Mead Johnson & Company v. 
man’s, Inc., cited at footnote 11. 


Hill- 
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cereals are among the oldest arts, but changes of process resulting 
in marked improvements and economies have been sustained as in- 
However, growth of 


3 


ventions and patentable discoveries in that art.* 
the art of cereal foods, unless something distinctively new in species is 
contributed, is the growth of common public thought and, independ- 
ently of the process (which may be protected), belongs to the public.** 

21) The absence of any prior art on the subject, coupled with 
considerable commercial success, is quite persuasive as to the validity 
of a patent.*® 

22) Where an inventor has successfully taken a step or made a 
development where others have tried and failed and where the in- 
ventor in so doing has achieved for the first time a substantial com- 
mercial success and has substantially advanced the art, he is entitled 


to a patent and to a liberal construction thereof to secure to him the 


reward which he deserves.** 


Analysis of Cases 

Following is an analysis of certain of the cases laying down the 
foregoing principles : 

Prepared Cereals and Mode of Production—Maryland Hominy & 
Coralline Company of Baltimore City v. Dorr.2"—The Maryland Hominy 
case involved Patent No. 341,355, granted May 4, 1866, for prepared 
cereals and their mode of production. The court held that the product 
of the patent—merely Indian corn, consisting of separate grains in a 
stringy form, and cooked into a dry condition—was simply a change 
in the form of ordinary cooked hominy to a shredded form and, conse- 
quently, that Claim 2, which covered the product, was invalid. The 
court held, however, that Claim 1, which covered the process, was 
valid. Regarding the validity of the process, the court said: 

Milling and the preparation of cereals are among the oldest arts, but slight 
changes of process have in recent times resulted in marked improvements and 


economies, and have been sustained as inventions and patentable discoveries in 
that art. Cochrane v. Deener, 94 U. S. 780. The testimony tends to show that 





2% Maryland Hominy & Coralline Com- totally inadequate . . .: moreover, the in- 
pany v. Dorr, 46 F. 773 (CC Dist. Md., vention has had a very considerable suc- 
1891) cess."’ 

2% Mead Johnson & Company v. Hillman’s, See also Schering Corporation v. Gilbert 
Inc., cited at footnote 11. et al., 153 F. (2d) 428 (CCA-2, 1946) (up- 

*%° Musher Foundation v. Alba Trading holding a patent on a new molecule) 
Company, 150 F. (2d) 885 (CCA-2, 1945) * Kraft Foods Company v. Walther Dairy 
(process and product patent for making Products, 118 F. Supp. 1 (DC Wis., 1954), 
an imitation olive oil held valid and in- aff'd, 234 F. (2d) 279 (holding valid patent 
fringed). The court stated: for improvements in art of making Swiss 

**There was absolutely no prior art: .. . cheese) 

[the references to earlier processes] were * Cited at footnote 23. 
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Solter and Robbins experimented with the view of obtaining a specific result, 
which they had conceived of as attainable; that by intelligent experiments they 
finally hit upon the process which would produce it; that the thing they have 
produced is new and useful, and is recognized as something not before manu- 
factured. They obtained a patent for their process, and have found a commercial 
demand for the product. All these facts and presumptions tend to establish the 
validity of their patent, and to overcome the doubt as to its patentability. 


Regarding the product, the court said: 


But in my opinion the complainants’ product, independently of the process 
of making it, cannot be supported as for a new composition of matter, or a new 
substance not before known. Commercially speaking, it may be a new article of 
manufacture, but it is, after all, only an improved preparation of Indian corn, 
with the same characteristics and qualities as other similar preparations. It may 
be less liable to spoil, more porous, more easily soluble; it may unite more readily 
with the diastase of malt,—but these are not new and peculiar qualities; they are 
only the same qualities in an improved degree, which are inherent in other prep 
arations of the same substance. 

In my judgment, the second claim of the patent is invalid, but the first claim 
is valid, and the respondent has infringed it. 


Raw Corn Rolled into Flakes—Cerealine Manufacturing Company v 
Bates.**—A bill was filed in the Circuit Court for the District of 
Indiana to refrain infringement of Letters Patent No. 223,847, issued 
January 27, 1880, to Joseph F. Gent, for prepared cereal, Cerealine 


Manufacturing Company being assignee. 

In the lower court, the bill was dismissed on the ground that the 
patent was void for lack of novelty and invention. The circut court 
of appeals affirmed the decree of the lower court. The appeals court 
held the process claim invalid, stating in part: 


all that Gent has done to modify the previous general process of flour 
manufacture was to introduce the moistening and toughening, and, to some de- 
gree, warm rolling; all he has done to modify the previous special processes of 
manufacturing cereal foods was to clip the berry—a step that had been used in 
the general manufacture of flour. 


We are asked to pronounce this process patentable, not because we can see 
wherein the novelty resides, or that the efficaciousness of the process is due to 
such novelty, but because the product is, in some respects, different from any- 
thing going before. 

Regarding the question of whether the product was a new article 
of manufacture, the court said in part: 

The Gent product may be brighter in color, more desirable in commerce, and 
more useful, than its predecessors, but is composed of no ingredients previously 
unknown, and is the result of no essentially new combination of old ingredients; 
nor is it, so far as we can see, the result of any mew mechanical or chemical 
process. At most, it is an advance only upon the old art in the direction of 





* Cited at footnote 6 
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perfection—a step merely in the mechanical evolution of cereal foods and general 
flour making. 


‘ We think it sufficient to say that no result of a machine or process is 
patentable independently, where it is apparent that such result is a degree only in 
advance, in the evolution of an art that is as wide as is the manufacture of cereal 
foods and flour. The Gent patent is, in our judgment, in no just sense, a new 
product; but only a modification or advance upon products already as widely 
known as the civilized breakfast table. Patents can not rightly be made to cover 
every change in the betterment of material conditions. The growth of the art of 
cereal foods, unless something distinctively new in specie is contributed, is the 
growth of common public thought, and, therefore, independently of the process 
(which may be protected) belongs to the public. 


Ready-to-Eat Cereals 


The ready-to-eat cereal industry is one of the large industries 
of the country and the introduction of ready-to-eat cereals literally 
changed the breakfast habits of the Nation. (See The Original Has 
This Signature —W. K. Kellogg, a Biography, by Horace P. Powell 
(Prentice-Hall, New York, 1956). 

The ready-to-eat cereal business was begun by W. K. Kellogg 
and his brother, Dr. John Harvey Kellogg, by establishing a flaked- 
cereal business about 1895, which was based upon United States Patent 
No. 558,393, dated April 14, 1896, issued on an application filed by Dr. 
John Harvey Kellogg May 31, 1895, Serial No. 551,192, for “Flaked 
Cereals and Process of Preparing Same.” The development of the 
product covered by this patent could be traced back for more than 
30 years, as disclosed by Dr. Kellogg’s testimony in litigation brought 
on this patent for patent infringement (Sanitas Nut Food Company, 
Ltd. v. Voigt). 


At the trial of this case, Dr. Kellogg testified that he had made a 
special study of foodstuffs from a dietetic standpoint for more than 
30 years; that in 1876 he had taken charge of the Battle Creek 
Sanitarium and found himself “in charge of a large number of invalids 
suffering from gastric disorders of various sorts”; that one of the first 
things that had attracted his attention was the effect of oven heat upon 
starch ; that he had become familiar with what is known as “zwieback,” 
or twice-baked bread, more than 40 years before; that many of his 
patients had experienced much difficulty in eating food so hard and 
dry as zwieback; that he had prepared a combination of grains which 
he had baked twice and then ground up, but that this also was objec- 
tionable, in that the particles were hard to masticate. Dr. Kellogg 





* Cited at footnote 7. 
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continued in his testimony (at pages 6, 7, brief for complainant-appellant 
in the Voigt case) : 


I sought very earnestly for something that could be chewed by all classes of 
patients, and could be made the staple article of food, as a substitute for bread 


One difficulty in the use of ordinary bread is the uncooked condition of the 
starch in the interior of the loaf. 

Dr. Kellogg testified that over a period of more than 30 years 
he had supervised thousands of experiments endeavoring to develop 
a product which: 

would take the place of bread, and which patients could masticate without 
danger to their teeth if they were sensitive, and which could be thoroughly baked 
and dextrinized, and thus prepared for prompt and thorough digestion. 

He continued: 


By the use of ordinary toast, there was this objection, that the dextrinization 
was only to the superficial layer on the surface of the slice of bread, and that 
very little of the starch on the surface of the slice was dextrinized, and the greater 
portion of the interior was not changed at all. 

At this stage of the development, the attention of Dr. Kellogg was 
directed to shredded-wheat biscuit. He felt that as the product was 
then produced, it was not completely toasted and only the surface 
was dextrinized. 

Dr. Kellogg and his brother had continued their experiments 
and finally discovered how to produce satisfactory cereal flakes, and 


a patent had been granted. The patent states that the invention is 
“a certain new and useful Alimentary Product and Process of Making 


the Same.” The patent states: 
the object of the improvement is to provide a food product which is in a 

proper condition to be readily digested without any preliminary cooking or heat- 
ing operation, and which is highly nutritive and of an agreeable taste, thus 
affording a food product particularly well adapted for sick and convalescent per- 
sons. 

The finished product thus consists of extremely thin flakes, in which the bran 
(or the cellulose portions thereof) is disintegrated and which have been thoroughly 
cooked and prepared for the digestive processes by digestion, thorough cooking, 
steaming, and roasting. In this respect it differs from any similar alimentary 
article which has been heretofore produced. 

The preliminary cereal in digestion converts a part of the starch into dextrin. 

The product being perfectly sterilized will keep indefinitely. It is a per- 
fectly cooked food and ready to be eaten at once with no preparation whatever 

The first product was wheat flakes, which had immediate com- 
mercial success. Sales had increased from $22,680 in 1896 to $123,041.40 
in 1899. After 1899, sales had decreased somewhat, due to severe 
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competition, the following explanation being given (at page 19 of 


the brief) : 

I ascribe it entirely to the fact that there has been severe competition, and 
that numerous food factories. have sprung up in various places, have imitated our 
product, and have advertised it and put it on the market. 


The defendant Voigt in the above case produced a product called 
“Voigt Cream Flakes’; the suit was brought, alleging infringement 
of said patent. The district court dismissed the bill of complaint, on 
the ground of invalidity of the patent, and appeal was taken to the 
Circuit Court of Appeals for the Sixth Circuit, which affirmed the 
district court, stating that “the claim is for cooked flakes of grain, 
usually wheat, as a patentable article of manufacture.” 

The court next indicated its belief that in all probability no prod- 
uct of the kitchen constitutes invention, saying: 


After all has been conceded that can be reasonably claimed in favor of the 
nourishing quality of grain when prepared according to the patent, it is at last an 
article which pertains to the cooking art; an art, if it may properly be called an 
art, which is as old as the discovery of the uses of fire, and as varied in its 
exemplifications as the sands of the sea. Whatever novelty in a patentable sense 
there may be in flakes of cooked wheat which are thin, crisp, and slightly brown, 
must be found in some superior efficaciousness, or some new properties which 
they possess, and not in any mere change of form produced by mechanical divi- 
sion of the cooked grain either before or after the last step in cooking 


The court next stated that even the form of the product was not 
new—that the flaking of grain was a well-known method of preparing 
grain for consumption, referring to prior-art patents in the record. 
The court stated: 


Cooked grain thus prepared, and having all of the characteristics called for 
by the claim, may constitute a new article of commerce. But do they render the 
article new in a patentable sense? If so, it must be due to some new properties, 
or improved efficacy as a food. . . 


It is not new, but old, that the digestibility of any cooked food depends in 
a large degree upon its proper cooking. Either underdone or overdone, and 
digestibility is affected. If bread or grain or any other starch-containing food be 
subjected to the right degree of temperature, a certain proportion of starch is 
converted into dextrin, and dextrin is a valuable digestive agent. Thus the well- 
done crust of bread is more soluble, and therefore more digestible, than the 
underdone and dough-like interior. If the crust be baked until it is brown, it is 
evidence that a portion of the starch has been converted into dextrin. These are 
matters of common knowledge. 


But the fact that cooked flakes of wheat contain some dextrin will not make 
a new article in a patentable sense. It is at most a new form of cooked wheat, 
and possibly a new article of commerce, by reason of some advantages it may 
possess over any earlier form, but, as no new product has resulted, it cannot be 
regarded as a new article in a patentable sense. The fact that Kellogg’s flakes 





che 


vol 


gun 
stor 
che) 
thin 


to s' 


defe 
late. 
conc 
choc 


[in] 


befo 


knov 
coat 
phen 
lack 


FOOD PATENTS IN COURTS PAGE 281 
include the whole wheat, the bran covering being broken into small particles by 
the process of compression, does not distinguish his product from other and 
earlier methods of preparing grains for food. 

The cooked flakes of the Kellogg patent are not, in our judgment, a new 
product. It is at most a step in advance upon products well-known in trade and 
to the breakfast table. The cases most nearly in point are hostile to the claim 
Maryland Hominy Co. v. Dorr (C. C.) 46 Fed. 773; Cerealine Mfg. Co. v. Bates, 101 
Fed. 272, 41 C. C. A. 341. 

The district court, in dismissing the bill of complaint in the V oigt 
case, went even further than did the circuit court of appeals, holding 
the claims for the product to be void for want of novelty, stating 
in part: 

Bread crusts, toast, zwieback and shredded wheat biscuits are the same 
product, containing every element of granose flakes and only differing from them 
in form and degree. 


Chewing Gum with Phenolpthalein 

Health Products Corporation v. Ex-Lax Manufacturing Company, 
Inc.*° was a suit for a patent infringement for the manufacture of a 
chewing gum containing phenolpthalein. The court held the patent 
void for lack of invention. The district court stated, in part, as follows: 

Gum-Lax, a chewing gum containing a non-bitter cascara embodied in the 
gum, was placed on the market in 1906. The product was on sale in many drug 
stores. Advertisements appeared in the paper, stating the benefit of this laxative 
chewing gum. The patentee, Sulzberger, is presumed to be informed of every 
thing that preceded him. . . . It required no exercise of any inventive faculty 
to substitute phenolpthalein for cascara in chewing gum 

Ex-Lax chocolate has been manufactured by the defendant since 1906. The 
defendant’s chocolate product contained phenolpthalein embodied in the choco- 
late. The chocolate and gum are both imert, as far as the laxative action is 
concerned. There is no substantial difference in the laxative action of Ex-Lax 
chocolate and the plaintiff's product. 

Many articles in Chemists and Druggists and [in] American Druggist and 
[in] Pharmaceutical Record show that drugs were incorporated in chewing gum 
before the Sulzberger patent. 

Sulzberger discovered no new purpose for phenolpthalein. It has been 
known as a laxative for many years. Phenolpthalein combined in the candy 
coating surrounding the gum produced no new and useful result. The effect of 
phenolpthalein is valueless when placed in chewing gum. The patent is void for 
lack of invention. 


Vitamin-Enriched Ready-to-Eat Cereals 
and Vitamin-Enriched Animal Food 


In re Spohn, In re Spohn et al. and In re Luke et al.*’ were three 


cases filed by employees of Jersey Cereal Company. They involved 


the following: 


%” Cited at footnote 1 ™ Cited at footnote 5. 
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(1) The case of Jn re Spohn involved an application for a patent on 
a ready-to-eat toasted cereal food containing vitamins and dried yeast. 


(2) The case of Jn re Spohn et al. involved an application for a patent 
on prepared animal food, comprising particles of toasted cereal, protein- 
supplying materials and yeast containing vitamins in an active condi- 
tion, and the method for making the same. 

(3) The case of Jn re Luke et al. involved spraying of toasted ready- 
to-eat cereal food with a yeast-containing fluid. 

All of the applications were rejected in view of the prior art. 

The court stated, in part, as follows, in discussing Jn re Spohn: 


We are in agreement with the view of the Board that, inasmuch as the refer- 
ences clearly show the addition of yeast, either of the ordinary or irradiated type, 
to edible products to increase their value, no exercise of the inventive faculty 
was exercised by appellant in combining either ordinary or irradiated yeast with 
a ready-to-eat toasted cereal. The references show that it was known to the art 
that yeast possesses in high degree vitamins of the B: and B: groups, and appel- 
lant concedes that, when yeast is irradiated, vitamins of the D group are also 
present. The references also show that it was old to combine yeast with foods 
not baked or toasted, to increase their value. With this knowledge, it seems 
obvious to us that there could be no invention in adding dried yeast to a toasted 
cereal food. 


In the case of Jn re Spohn et al., the court stated, in part, as follows: 


The subject matter of the appeal consists of a prepared animal food and the 
method of preparing the same. 


It is sufficient for us to state that the prior art, as shown by these references, 
shows the use of food materials combined so as to obtain a healthful and sufficient 
food for animals. It also shows that it is old in the art to form such products 
into cakes. The processes and apparatus for making such products are well 
known. The use of yeast in such products has been long known, and the refer- 
ences show that it has also been well known to add materials, including vitamins 
B and D to such products, the D vitamin being introduced by means of violet 
ray treatment. The art was also acquainted with methods of spraying such 
products with the material desired to be added. 


There being nothing new, unobvious, or inventive in the disclosure of the 
appellants, it is our opinion that the decision of the Board of Appeals was correct. 


In the case of /n re Luke et al., the court stated in part as follows: 


This appeal is concerned with an alleged invention which involves spraying 
toasted ready-to-eat cereal food with a yeast-containing fluid. 


‘ [The prior art shows] that it is old to add vitamins to foodstuffs in 
general, The Patent Office tribunals concluded that it was not inventive to add 
the vitamin contained in yeast to cereals or breakfast food. 

The examiner also concluded that it was common knowledge that high 
temperature would destroy vitamins, and that if the vitamins contained in yeast 
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were desirable in a food product, it would be necessary to keep the temperature 
below a point which was destructive of vitamin life, and that any one versed 
in the art of preparing food products could do all that appellants have done 
without the exercise of invention. 


Vitamin C 


In Jn re King et al.,** both the examiner and the board of appeals 
rejected both process and product claims relating to vitamin C. Two 
method claims describing the isolating of vitamin C from lemon 
juice were allowed. The court said in part: 


The examiner held as the two main grounds for rejecting the appealed 
product claims that there was no invention in separating a product from its im- 
purities and that it is not invention to discover a new property of a substance 
which is old in the art. 


Appellants were not the first to discover or produce hexuronic acid in its 
pure form which is vitamin C. They did not discover that vitamin C is a 
specific for scurvy. Appellants contend it was invention to have discovered that 
hexuronic acid C is vitamin C. Had the substance not been known before it was 
isolated by appellants there would be force to the contention. All they did, 
however, was to produce a compound that was old in the art as is shown by the 
publication of Szent-Gyorgyi. 


We have hereinbefore concluded that ordinarily no invention exists in the 
discovery of a property possessed by an old substance and it must necessarily fol- 
low that broadly the adding of such substance to a food to produce an already 
known effect likewise cannot be invention. Therefore, claim 5 does not consti- 
tute invention. 

Appellants have cited a patent as indicating that they are equally entitled to 
a patent on the rejected claims. Under a long line of decisions by this court, the 
fact that others have obtained patents is irrelevant on the question of the patent- 
ability of appellants rejected claims. 


Dry Precooked Cereal Product Suitable for Infant Feeding 
and Method of Preparation 


Mead Johnson & Company v. Hillman’s * involved questions of the 


alleged infringement and validity of certain claims of Johnson et al., 
Patent No. 1,990,329, issued February 5, 1935. The plaintiff was Mead 
Johnson & Company, manufacturer of the product Pablum, made 
under such patent. The defendant was a retail store selling certain 
products manufactured by Gerber Products Company, which, it was 
alleged, infringed the patent. The patent states: 


This invention relates to a food product and method of preparing the same, 
and more particularly to a dry, precooked cereal adapted to be mixed with a 





= Cited at footnote 2 * Cited at footnote 11. 
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fluid, such as milk or water, of any temperature, whereby the product is instantly 
converted into mushy (porridge) condition and rendered ready for consumption 


It [the product] has a well cooked taste which is superior to and readily dis- 
tinguishable from the taste of the partially cooked and toasted or roasted cereal 
foods on the market sometimes referred to by the trade as “cold cereals,” which 
also differ from the product of the invention by reason of their inability to in- 
stantly absorb moisture. 


The district court held that the claims in question were invalid, for 
failure to define invention over the prior art, and particularly Braun- 
beck United States Patent No. 1,011,730, issued December 12, 1911, 
and Braunbeck British Patent No. 9,528 of 1906. Regarding the prior 
art apart from the patents, the district court stated as follows: 


Furthermore, disregarding the Braunbeck patents, the court is of the opinion 
that the patent in suit does not disclose invention over the general knowledge of 
the art. The manufacturers of Zwieback and Holland Rusk recommend that 
their products may be crumbled or ground and mixed with milk or water to form 
a gruel or mush for infant feeding. Professor Anton J. Carlson, of the Uni- 
versity of Chicago, testified that these two products are a fit infant’s food and 
would be readily digestible by the normal infant. Defendant’s Exhibit 30 
describes a thoroughly pre-cooked and dried cereal product, and reads as follows: 

“No. 1. Wheatena, manufactured by Health Food Co., N. Y. ‘Made from 
white wheat, the bran coats are removed and by a peculiar process the starch is 
converted into a soluble substance. Can be perfectly prepared for the stomach 
by simply adding it to boiling water or to cold or hot milk without any cooking 
whatever. Rich in phosphatic elements, abundant in nitrogen, deficient in starch.’ ” 

The court does not believe that either Claim 5 or 6 defines invention over 
the prior art. 


The court’s conclusion is that Claims 5 and 6 are invalid. 


On appeal, the circuit court of appeals affirmed the judgment of 
the district court, on the basis of both the cited patents and the prior 


art, stating in part as follows: 


Notwithstanding the art of cereal foods is old and that the patent in this 
case falls within the art, a cereal product can yet be patented and will be sustained 
where there has been a real contribution to the art. To this art, the plain- 
tiff claims that its patent contributed something different from anything pre- 
viously known in the art. The thing achieved, says the plaintiff, consisted in 
producting a mush which is lump-free, holds a very high ratio of liquid in sus- 
pension, is readily digestible, and can be instantly prepared for the baby by merely 
taking a tablespoon or two of the product and adding hot or cold milk. 


Plaintiff requests us to hold valid the process by which it manufactures 
“Pablum” because it is readily digestible and because of the extreme convenience 
in feeding that product to infants. A convenience which ensures the baby’s get- 
ting its cereal when it should get it, regularly, and at an early age. But it has 
been held that there is nothing novel in the provision of a highly digestible and 
thoroughly pre-cooked cereal product, Sanitas Nut Food Co. v. Voigt, 6 Cir., 139 F. 
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551, and that there is no invention in the mere fact that a product is more readily 
prepared for immediate use. Glue Co. v. Upton, 97 U. S. 3, 24 L. Ed. 985. 


We are of the opinion that what this court said in the case of Cerealine Mfg 
Co. v. Bates, 7 Cir., 101 F. 272, 281, is applicable. There the court said: “Growth 
of the art of cereal foods, unless something distinctively new in specie is con- 
tributed, is the growth of common public thought, and, therefore, independently 
of the process * * * belongs to the public.” 


In our case, Braunbeck, in the intermediate stage, produced a food product 
of dried flake-like character similar to that of Johnson and, in the final state, a 


flour resulting from his having reduced the flakes to flour. Braunbeck’s inter- 
mediate product was equivalent in every way to Johnson’s and while Johnson’s 
final product was not the same, there was nothing new in specie over the general 
knowledge of the art, the only difference being a matter of degree, that is, that 
flour lumps more readily than flakes. This was not invention 

Following the final decision in the circuit court of appeals, an 
application was filed for the reissue of Patent No. 1,990,329, but the 
patent office tribunals and the Court of Customs and Patent Appeals 
rejected the application for want of invention over the prior art. 


(In re Johnson, cited above.) 


Vitamin D 

Vitamin Technologists, Inc. v. Wisconsin Alumni Research Founda- 
tion * involved the famous Steenbock patents for producing vitamin D 
by activating ergosterol and yeast. 

The patents were Nos. 1,680,818; 1,871,136 and 2,057,399. Their 
filing dates are, respectively, June 30, 1924, December 27, 1926, and 
May 14, 1932. The patents were granted August 14, 1928, August 9, 
1932, and October 13, 1936. These patents were secured by Dr. Steen- 
bock of the faculty of the University of Wisconsin and assigned to 
Wisconsin Alumni Research Foundation. 


The product of the patents, vitamin D, was tremendously im- 


portant, and the patents had great commercial success due to the 


vitamin’s value to children suffering from body malformation due 
to defective bone metabolism. Regarding commercial success, the 
court stated: 

Appellee has shown its receipts from its licenses to December 31, 1939, to be 
$7,478,558, of which Dr. Steenbock received or was allocated $760,000. Under its 
vigorous business management the profits gradually increased and in the last 
five years of the period the amount of income from its licenses averaged $990,000 
per year. 





* Cited at footnote 8 





PAGE 286 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1957 


Part of the income was used for advertising to expand the business 
and profits; part of the remainder was used for research in natural 
science by the University of Wisconsin. Also, part of Dr. Steenbock’s 


share was used in scientific research. 

The district court found the challenged patents valid and infringed. 
The circuit court of appeals reversed the decision and held the patents 
invalid because they had been anticipated by immemorial agricultural 
and horticultural processes and the prior art; because of indefinite- 
ness of the area of the claimed monopoly; and because of laches. 
Regarding anticipation and prior art, the court stated in part: 


It is an undisputed fact that man in all historic time has used the process 
of cutting hays, whereby, by oozing from the cuts, is extracted their pro-vitamin 
containing sap, which is exposed to sun irradiation, and copra, thus so exposing 
the pro-vitamin-containing coconut oil so extracted from the meat of that fruit. 
Thereby the sun’s ultra violet rays have created vitamin D in such “carbohy- 
drates,” “organic substances of dietary value,” covered by claim 1 of the first 
patent. Such hays fed to animals and copra, the food of both man and animals, 
aids or cures rachitic conditions in both classes of mammals. We refuse to enter- 
tain the absurd proposition that because the farmer and copra grower did not 
know the photo chemical process involved in their immemorial practice, they may 
be enjoined as infringers. 

Assuming that Dr. Steenbock discovered, as he claims, that the sun’s rays 
coming from millions of miles away could irradiate foods with vitamin D and 
that this was the reason, unknown to them, why farmers and coconut growers 
regarded their sun-cured hays and sun-dried copra were good foods, such a dis- 
covery does not entitle him to a patent on their processes. 

This court has held that it is a well established principle that if a process is 
disclosed in a prior art, a patent whose validity is attacked is anticipated even 
though the prior patent failed to state and the inventor did not know that his 
invention brought the process into operation. 


The prior art in lamp radiation had been developed by investigators Gold- 
blatt and Soames, who had irradiated rachitic rats, produced vitamin D, fed 
their livers to other rachitic rats and cured them of rickets. Steenbock knew of 
this discovery and his experiments with the lamp determined the scientific prin- 
ciples involved not so clearly seen by Goldblatt and Soames. Under the above 
cases, this discovery of the reason of a prior used process is not a patentable 
invention, 

It thus appears that the claimed process of preparing food materials and 
exposing them to irradiation by ultra-violet rays from all sources has been antici- 
pated from time immemorial by the farmer in hay curing in the sun and the 
coconut grower sun-drying the cut meat of the coconut. 


Salad Dressing 
Application of Levin** was a proceeding based on the application 
of Harry M. Levin for a patent for an alleged invention relating to an 





* Cited at footnote 6. 
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improved food product and a method of making it—a salad dressing or 
mayonnaise made with cream or butterfat. 


The Court of Customs and Patent Appeals affirmed the decision 
of the board, holding that the application was properly denied for 
failure to define a patentable composition of matter superior or ma- 
terially different from disclosures of the art of the record, and that 
appellant had merely associated well-known ingredients in a unitary 
composition, with no new or unexpected cooperative relationship 


between them. 


The court said, in part: 


No single reference shows all of the ingredients and steps set forth in the 
appealed claims. However, more than one reference may be properly considered 
in determining the patentability of claims. 


Based upon the facts disclosed by the record, we find no manifest error in 
the following conclusion expressed in the decision of the board 

“* * * Nothing critical is seen in the proportions as specified in certain of 
the claims and nothing unusual appears in the compounding procedure. The 
relationship of heat and acidity on curdling of dairy products is well-known to 
food chemists and in the light of this knowledge it would be obvious to add the 
acid after the heating step, where curdling is a factor to be considered.” 


Invention may reside in a composition of matter formed by the intermixture 
of two or more ingredients which results in a product possessing characteristics 
of utility that are new, additional and materially different from the property or 
properties which the several ingredients individually do not possess in common 

This court has taken the position that new recipies or formulas for cooking 
food which involve the addition or elimination of Common ingredients, or for 
treating them in ways which differ from the former practice, do not amount to 
invention merely because it is not disclosed that, in the constantly developing art 
of preparing food, no one else ever did the particular thing upon which the ap- 
plicant asserts his right to a patent. In all such cases, there is nothing patentable 
unless the applicant by a proper showing further establishes a coaction or co- 
operative relationship between the selected ingredients which produces a new, 
unexpected, and useful function. 


The Solicitor for the Patent Office concedes in his brief that novelty has been 
shown on the part of appellant by the record in this case. However, in the 
absence of invention, novelty is not sufficient to support the allowance of claims 


for a patent. 


Color Inhibitor for Meat 


In Hall Laboratories, Inc. v. Kingan, Inc.,* a patent for an invention 
for the curing of meat to inhibit undesirable color change was held 





* Cited at footnote 19. 
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valid and infringed. In this case, the doctrine of commercial success 
was given great weight, the court stating, in part: 

The invention is of recognized utility and value and has been extensively 
used by meat packers. . . 


Some 131 meat packers, more or less, are using the invention and paying 
royalties thereon and of the top 10 meat packers, only Kingan is not paying 
royalties. 


Conclusion 


Notwithstanding that the art of cooking food is “as old as the 
discovery of the uses of fire, and as varied in its exemplifications as the 
sands of the sea,” a food product can yet be patented and will be 
sustained where there has been a real contribution to the art. If the 
product is a mixture, a new or unobvious result must be obtained, 


resulting in a product having characteristics of utility that are addi- 
tional and materially different from the property or properties which 
the several ingredients individually do not possess in common—that 
is, there must be a coaction or cooperative relationship between the 
selected ingredients which produces a new, unexpected and useful 


[The End] 


function. 


HEW FEDERAL-STATE RELATIONS RESPONSIBILITIES 
GO TO EDWARD FOSS WILSON 


Edward Foss Wilson, sworn in last month as Assistant Secretary of 
Health, Education, and Welfare, will have among his duties responsi 
bilities in the area of federal-state relations, the Department has an- 
nounced. Mr. Wilson, of Winnetka, Illinois, came to HEW with a 
record of many years of activity in civic affairs and of outstanding service 
with organizations with interests related to those of the Department 
Last December, at the forty-first annual meeting of the Fellows of the 
Institute of Medicine of Chicago, a citizen fellowship was conferred on 
Mr. Wilson for his many works in the field of health and welfare. 

He is former president and chairman of the board of Wilson & 
Company, Inc., Chicago, where he began his business career immediately 
after his graduation from Princeton in 1926. Mr. Wilson served in 
various executive capacities with the firm until 1934, when he assumed 
its presidency. He served as president until 1953, when he became board 
chairman—a position he resigned last year, remaining as a director. 

For the past nine years, Mr. Wilson has served as president of the 
Illinois Division, American Cancer Society. Another of his principal 
interests is the 4-H Clubs of America. He has also been active in the 
YMCA, the Boy Scouts of America, United Charities, and the Council 
on Medicine and Biology of the University of Chicago. 





Substitution- 


ANOTHER POSSIBLE STRING TO THE BOW 
By MURRAY D. WELCH, JR. 


This Study of Substitution as an Unijustifiable Interfer- 
ence with Reasonable Business Expectancies Advances the 
Idea That the Proposition of Such Interference's Being a 
Civil Wrong Could Be Applied as Another Cause of Action 


N HIS ARTICLE entitled “Some Legal Aspects of the Substitu 

tion Problem,” appearing in the Foop Druc Cosmetic Law JoURNAL 
for October, 1953, at pages 643-655, J. H. Stamler has already discussed 
substitution from the standpoint of the law of unfair competition. In 
this article, | propose to discuss substitution from the standpoint of 
another tort, namely, unjustifiable interference with reasonable busi- 
ness expectancies. Substitution unjustifiably deprives the manufac- 
turer of a reasonable business expectancy. 


Definition of ‘‘Substitution”’ 

“Substitution” has been variously defined. In this article, l would 
like to adopt the definition of the Drug, Chemical and Allied Trades 
Section of the New York Board of Trade, Inc., which appears in its 
proposed model antisubstitution act. Prohibited acts are there de- 
fined as: 

substituting a different drug, brand of drug, or drug product of a different 


manufacturer or distributor for any drug, brand of drug, or drug product ordered 
by prescription or otherwise. 


Principle of Law—History 
There is considerable authority to support the proposition that 
it is a civil wrong for a person to intentionally and unjustifiably de- 


prive another of a reasonable business expectancy even in the absence 


of an existing contract. 
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Mr. Welch, Member, Michigan and New York 
Bars, Is on the Legal Staff, The Upjohn Company 











The principle began in England and its history is rather interest- 
ing in itself. But the English cases are important from more than 
a historical sense. They are often cited by American courts. 

The English courts early recognized that an action would lie for 
depriving a person of reasonable business expectancies by threat of, 
or use of, force. Thus, in 1621 the court said, in Garret v. Taylor, Cro. 
Jac. 567: 

for threatening to mayhem, and suits, whereby they durst not work or 
buy, is a great damage to the plaintiff, and his losing the benefit of his quarries 
a good cause of action. 

In Tarleton v. McGawley (1793), Peake NP 270, the master of a 
vessel was held liable for purposely firing a cannon at natives and 
thereby preventing them from trading with the plaintiff. 

In the famous “decoy” case of Keeble v. Heckeringill (1707), 11 
East 574, 103 Eng. Rep. 1127, the defendant was held liable for having 
purposely fired a gun, thereby frightening wildlife away from a pond 
where the plaintiff was seeking to lure them for hunting purposes. 

The court’s explanation of the principles of liability have a strik- 
ing application to substitution cases. At page 1128, the court said: 

he that hinders another in his trade or livelihood is liable to an action 
for so hindering him. . . . How much more, when the defendant doth an actual 
and real damage to another when he is in the very act of receiving profit from 
his employment. 

The defendant in Keeble v. Heckeringill raised the objection that 
the complaint was defective because it did not allege the number and 
type of waterfowl which were frightened away. After pointing out 
that the plaintiff is not required to allege facts of this nature where 
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it is impossible to know them because he never had possession of the 
wildlife, the court said, at page 1129: 

. this action is not brought to recover damage for the loss of the fowl, but 
for the disturbance. 

Up to this point the principle had been in a stage of infancy. 
With the decision of the court in the leading case of Lumley v. Gye 
(1853), 2 El & Bl 216, the principle reached the stage of adolescence. 
There the defendant was held liable for maliciously inducing a singer 
not to perform a contract with the plaintiff whereby the singer had 
agreed to sing exclusively at the plaintiff's theater for a certain period 
of time. The significant thing about the decision is that liability did 
not depend upon the threat of, or the use of, force; instead liability 
was imposed for “maliciously” depriving another person of the bene- 
fits of a contract. It is apparent from a reading of the case that the 
term “maliciously” was used by the court in the same sense that 
courts in later decisions have used it, that is, an intentional act result- 
ing in harm to another person and done without justification, privilege 
or excuse.* However, the case left two questions undecided, namely: 
(1) Did the rule of Lumley v. Gye only apply to contracts of personal 
service? (2) Would a defendant be liable for having maliciously de- 
prived- another person of a reasonable business expectancy in the ab- 
sence of a contract? 

The first question was answered in Bowen v. Hall (1881), 6 OB 
333, where the defendant was held liable for having maliciously in- 
duced a glazer of bricks and baths to breach a contract with the 
plaintiff under which the glazer had agreed to manufacture bricks 
and baths exclusively for the plaintiff. Lumley v. Gye had, of course, 
involved a contract for personal services and until Bowen v. Hall it 
could have been argued that Lumley v. Gye had been decided on the 
basis that it had long been the established law of England that an 
action would lie for maliciously interfering with the relationship of 
master and servant and that a contract for personal services was analo- 
gous to the master-servant relationship. After Bowen v. Hall it was 
clear that the type of contract was immaterial. 

The second question was answered in Temperton v. Russell (1893) 
1 QB 715. There the defendant was held liable for having maliciously 





*In 9A. L. R. (2d) 230, 241, it is said: but is the intentional doing of a harmful 
“Although sometimes used in the sense act without justification or excuse.”’ 
of ill will and also as indicating a desire to Many cases are cited in support of this 


harm irrespective of the presence or ab- proposition. See also Restatement, Torts, 
sence of ill will, ‘malice’ in its technical Sec. 766, p. 55. 
sense does not imply any culpable intent, 
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induced third parties to breach their contracts for the supply of build- 
ing materials to the plaintiff and also for having induced the third 
parties not to enter future contracts with the plaintiff. At page 728, 
Lord Esher, M. R., said: 

It seems rather a fine distinction to say that, where the defendant maliciousl 
induces a person not to carry out a contract already made with the plaintiff 
and so injures the plaintiff, it is actionable, but where he injures the piaintiff 
by maliciously preventing a person from entering into a contract with the plain- 
tiff, which he would otherwise have entered into, it is not actionable 

With this decision the principle had reached manhood, although 
it may still be in the process of development, especially in its ability 
to cope with new situations in the law. It should be noted, however, 
that it had a few growing pains along the way. There was some doubt 
cast upon the principle in the case of Allen v. Flood (1898) AC 1. How- 
ever, it appears to have withstood the test and is well established in 


our law today. 


Principle Adopted in America 
In the Restatement of the Law of Torts, Section 766, at page 50, 
it is said: 
there is a general duty not to interfere purposely with another’s reasonable 


expectancies of trade with third persons, whether or not the expectancies are 
secured by contract, unless the interference is privileged under the circumstances. 


Privilege 

The Restatement of the Law of Torts, Sections 768-774, lists 
several instances where a person is privileged to interfere with an- 
other’s reasonable business expectancies. Since none of them appear 
to apply in a substitution case, I shall merely list them without dis- 
cussing them in detail. Thus, according to the restatement, there are 
privileges to use lawful means to: 

(1) Compete for another person’s business. This privilege does 
not permit inducement of a breach of a contract. (Section 768.) 

(2) Protect one’s financial interest in another person’s business 
by inducing him not to enter a business relation. The privilege does 
not permit inducement of a breach of a contract. (Section 769.) 

(3) Cause another person not to perform a contract or enter a 
business relation where one is responsible for the welfare of the person 
who does not perform the contract or enter the business relation, that 
is, parent and child, physician and patient, etc. (Section 770). 
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(4) Induce third persons not to enter a business relation with 
another person in whose lawful business policy one has an economic 
interest. Thus A is privileged to induce B not to sell to C in order 
to influence C not to employ child labor, or not to open for business 
on a certain day, etc. This privilege does not permit inducement of 
a breach of a contract. (Section 771.) 

(5) Give honest advice when requested to do so though such ad- 
vice causes the person advised not to perform a contract or enter a 
business relation (Section 772). 

(6) Assert a bona-fide legal claim though such claim causes an 
other not to perform a contract or to enter a business relation (Sec- 


tion 773). 


(7) Induce the breach of a contract where the contract is con- 
trary to public policy, for example, in restraint of trade, etc. (Sec- 
tion 774). 

In addition to the seven specific privileges listed above, it is also 
said in the Restatement of the Law of Torts, Section 767, at page 63: 

The issue in each case is whether the actor's conduct is justifiable under the 
circumstances; whether, upon a consideration of the relative significance of th« 
factors involved, his conduct should be permitted despite its expected effect of 
harm to another. 


Illustrative Cases in Various States 

My research has failed to reveal a substitution case where it was 
argued that substitution constitutes an unjustifiable interference with 
a manufacturer's reasonable business expectancy. However, there are 
several cases in other fields where the principle has been applied by 
American courts and it is interesting to note that in some of them it 
would have been difficult to find any other principle of law upon which 
liability could have been based. 

In Owen v. Williams, 322 Mass. 356, 77 N. E. (2d) 318, (Mass., 
1948), the defendant was held liable for having caused the plain- 
tiff, a registered nurse, to be excluded from nursing in a hospital by 
threatening to send no more patients to the hospital unless the plain- 
tiff was so excluded. The defendant claimed, and the plaintiff denied, 
that she had disparaged him to his patients. The jury found for the 
plaintiff on this issue and the supreme court held that there was evi- 
dence to support this finding. The plaintiff had no contract with the 
hospital and she claimed that as a result of the defendant’s unjustified 
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acts she was unable to obtain employment in that hospital or in any 
other hospital of good standing. The court said: 

[quoting from Section 766 of the Restatement, Torts] one who, without 
privilege to do so, induces or otherwise purposely causes a third person not 


to . . . enter into or continue a business relation with another is liable to the 
other for the harm caused thereby. 


And in order to maintain the action it was not necessary that she [the plain- 
tiff] prove a binding contract with the hospital. It is well settled that an existing 
or even a probable future business relationship from which there is a reasonable 
expectancy of financial benefit is enough. 


With regard to the question of privilege, the court said that the 
defendant would have been privileged if the plaintiff had disparaged 
him to his patients, and that he might have been privileged if he had 
been credibly informed that the plaintiff had disparaged him to his 
patients. However, the court said that these were questions for the 
jury to decide; that they had the right to disbelieve, in toto, the evi- 
dence tending to show privilege; and that having found for the plain- 
tiff their verdict could not be set aside. 


In Munson v. Green, 6 F. R. D. (DC N. Y., 1946), the court appears 
to have expanded on the theory of unjustifiable interference with rea- 
sonable business expectancies and sustained a complaint on the theory 
of unjustifiable interference with business relations. There the plain- 
tiff alleged that in order to compel it or the majority stockholder to 
buy the defendant’s stock in the plaintiff corporation at exorbitant 
prices, the defendants had: 


instituted successive groundless lawsuits, maliciously and without probable 
cause, asking for large sums of money by way of damages and threatening the 


liquidation and receivership . . .; circulated rumors maligning the integrity 
and ability of the management . . . solicited other stockholders . . . upon the 
basis of false representations to criticize its management and to bring suits . . .; 


and wrongfully and maliciously engaged in improper practices in connection 
with the acquisition of stock. 


Based on these facts, three causes of action were alleged: (1) 
wrongful interference with the business of the plaintiff, (2) conspiracy 
in violation of the New York Penal Law and (3) malicious prosecu- 
tion. The court held that the New York Penal Law did not give the 
right of a civil action, and that under the applicable law an action 
for malicious prosecution would not lie unless the person or prop- 
erty of the defendant has been interfered with by arrest, attachment, 
replevin, injunction, receivership, or other provisional remedy. There- 
fore, the court dismissed the second and third causes of action. 
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However, the court sustained the first cause of action which was 
based on the theory of unjustifiable interference with business rela- 
tions. The court, in sustaining the complaint, reasoned by analogy 
from New York cases which held that an action will lie for having 
unjustifiably induced third persons to breach their contracts with the 
plaintiff. The court said: 


I have not been informed of any authority . . . which is of any more 
assistance than the examples already given. However, I have found no authority 
which would bar this cause of action in these jurisdictions. (New York, Mary- 
land, Connecticut and the District of Columbia where various acts of the defend- 
ant were performed.) 


Thereafter, the defendant’s appeal from this decision was dis- 
missed by the circuit court (165 F. (2d) 321) on the grounds that 
the lower court’s order was interlocutory. 


Obviously there was no reasonable business expectancy involved 
in this case. The case rests solely on the proposition that an action 
will lie for unjustifiable interference with the plaintiff's business. Such 
a principle could, of course, be very useful where it is impossible to 
find any other theory to support a complaint. 


In Duane Jones Company, Inc. v. Burke, 306 N. Y. 172, 117 N. E. 
(2d) 237 (N. Y., 1954), the defendants had been officers, directors or 
employees of the plaintiff advertising agency. In breach of their fiduci- 
ary duty as agents and employees of the plaintiff, the defendants had 
formed a new advertising agency and had solicited and obtained cus- 
tomers of the plaintiff. The jury awarded damages to the plaintiff 
and on appeal the verdict was affirmed. One of the defendant's argu- 
ments on appeal was that the plaintiff had failed to show any causal 
relationship between the plaintiff's damages and the alleged wrongful 
acts of the defendants. For this argument, the defendants relied upon 
the fact that none of the accounts were under contract to the plaintiff. 
The court said: 


Plaintiff was not required to show interference by defendant with existing 
contractual relationships in order to impose liability in the present action. : 
An injury to a person’s business by procuring others not to deal with him or by 
getting away his customers, if unlawful means are employed, such as fraud or 
intimidation, or if done without justifiable cause, is an actionable wrong. 


See also: Keviczky v. Lorber, 290 N. Y. 297, 49 N. E. (2d) 146 


(N. Y., 1943); Union Car Advertising Company v. Collier, 263 N. Y. 386, 
189 N. E. 463 (N. Y., 1934). 
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It should be noted that in New York it may be necessary to show fc 
that the plaintiff “would have” received certain benefits but for the al 
defendant’s interference; and that it may not be enough to merely al 
show that the plaintiff had a “reasonable business expectancy.” See ar 
Union Car Advertising Company v. Collier. Such a rule, in my opinion, 
is unreasonable in this day and age. Why should the court, in the pa 
absence of a privilege such as fair competition, be solicitous of a de- wi 
fendant when it is shown that the defendant acted intentionally without pice 
. 7 . ° ‘pi : “é o ac 
justification to deprive the plaintiff of a reasonable business expectancy ? ww 

- . - . —_ - sf be 

In the often-cited case of Lewis v. Bloede, 202 F. 7 (CCA-4, 1912), 
the court said at page 24: 

ate SS ie , : th 
it is no answer to plaintiff's complaint to say that there was no certainty 
that the contract would have been made. If such a defense were tolerated, it ex 
would always be an answer, in case of any wrongful interference with the making 
of a contract, for there is always a lack of certainty. It is enough to show that 
there is a reasonable assurance, considering all the circumstances, that a contract (d 
would have been made. I: 

In Goldman v. Feinberg, 130 Conn. 671, 37 Atl. (2d) 355 (Conn., br 
1944), there were two defendants, a father and son. The plaintiff was ha 
a real estate broker and had been trying to sell real estate to the son. ha 
A bank had advertised a piece of property for sale but had not listed th 
it with the plaintiff. The plaintiff obtained permission from the bank de 
to inspect the property, but did not advise the bank that he was a we 
broker for the son. The son told the plaintiff that he did not want all 
to buy the property. Then the father, allegedly acting in conspiracy with C, 
the son, introduced the son to the bank; the sale was concluded and the pla 
father received a commission. The court held that since the bank had 
not listed the property with the plaintiff, did not know that the plain- tec 
tiff was the son’s broker, and that the “commission” may have been o 

' . pe ALI ge sior 
more in the nature of a reduction in price, that the plaintiff did not 
have a reasonable business expectancy. But, the court did say: 

We, in this state, recognize that a cause of action does exist for unlawful Ne 
interference with business and that it is not essential to that cause of action that Coi 
it appear that the tort has resulted in a breach of contract to the detriment of the 61 
plaintiff, 

it is essential to a cause of action for unlawful interference with business 
that it appear that, except for the tortious interference of the defendant, there (C 
was a reasonable probability that the plaintiff would have entered into a contract oer 
or made a profit. 
fen 

Miller v. Monsen, 37 N. W. (2d) 543 (Minn., 1949), is an interest- wit 

ing case. There the plaintiff, a child, sued the defendant for damages hel 
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for having enticed her mother away from the family home. The court 
allowed the child to recover and based its opinion largely on an 
analogy to unjustifiable interference with reasonable business expect- 
ancies. At page 548, the court said: 

Strong analogy for a rule allowing a child to recover for enticement of its 
parent is to be found in the numerous situations where intentional interference 
with a legal relationship causing loss to the injured party of benefits reasonably 
expected to flow to him from the continuance of the relationship is held to be 
actionable, even though the benefits result not as a consequence of enforceable 
legal right, but merely as of reasonable expectancy. The privilege of receiving 
benefits is a right which the law protects against unreasonable interference. 

The court cites in the opinion several Minnesota cases supporting 
the principle of unjustifiable interference with reasonable business 
expectancies. 


In Louis Kamm, Inc. v. Flink et al., 113 N. J. L. 582, 175 Atl. 62 
(N. J., 1934), there were three defendants, who for the sake of clarity, 
I shall refer to as A, B and C. A was an officer in a bank, B was A’s 
brother, and B and C were partners as real estate brokers. The bank 
had a piece of property which it desired to sell or lease. The plaintiff 
had a customer who was interested in buying the property. A induced 
the plaintiff to disclose the name of the customer to him “in confi- 
dence.” Then A disclosed the customer’s name to B and C. The land 
was later sold to the customer, B and C acting as brokers. It was 
alleged that the real estate commission was paid by the bank to B and 
C, and divided between A, B and C. The court sustained the com- 
plaint when it was attacked as a sham pleading. The court said: 

The right to pursue a lawful business is a property right that the law pro 
tects against unjustifiable interference. Any act or omission which unjustifiably 
disturbs or impedes the enjoyment of such right constitutes its wrongful inva- 
sion, and is properly treated as tortious. 


See also: Brennan v. United Hatters, 73 N. J. L. 729, 65 Atl. 165; 
Newark Hardware & Plumbing Supply Company v. Stove Manufacturers 
Corporation, 136 N. J. L. 401, 56 Atl. (2d). 605, aff’d, 137 N. J. L. 612, 
61 Atl. (2d) 240. 


Guillory v. Godfrey, 134 Cal. App. (2d) 628, 286 Pac. (2d) 474 
(Calif. DC of App., 1955), involved interesting facts. The plaintiff 
owned and operated a restaurant and employed a negro cook. The de- 
fendants intimidated customers of the restaurant because of the cook, 
with resulting injury to the plaintiff's business. The defendant was 
held liable for both compensating and punitive damages. The court said: 
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“wrongful or malicious interference with the formation of a contract or the 
right to pursue a lawful business, calling, trade, or occupation has been generally 
held to constitute a tort... .” 86C. J. S., Torts, § 43, page 956. 

Several California cases are cited by the court in support of this 
principle. 


Flexibility of Principle 
Although these cases are not exhaustive, they will give an idea 
of the flexibility of the principle of unjustifiable interference with rea- 
sonable business expectancies, of the possible extensions and of the 
arguments that can be based upon analogies to it. 


In some of the cases involving this principle it has been said that 
an action will not lie unless the plaintiff has been injured. An inter- 
esting question, which I have not explored, is: Could a court enjoin 
the defendant from doing an intentional and unjustifiable act which 
might reasonably cause the loss of a reasonable business expectancy ? 
Is it not logical to argue that the plaintiff should not be compelled 
to wait until he has in fact suffered the loss of a reasonable business 
expectancy? 

The cases also show that the Restatement of the Law of Torts 
correctly states in Section 767, page 66, that the rule against unjusti- 
fiable interference with reasonable business expectancies is not just 
another way of stating some other principle of law such as the rule 
against unfair competition. According to the restatement, it is possi- 
ble that the defendant’s fraud would be insufficient to impose liability 
under some other rule, but might be sufficient to impose liability under 
this rule. 


Further discussion of the principle may be found in the Restate- 
ment of the Law of Torts, Sections 766-774 ; 38 Minnesota Law Review 
415: 41 Harvard Law Review 728; 3 Rutgers Law Review 277; 56 Yale 
Law Journal 885; 37 Michigan Law Review 115; and Prosser on Torts. 


Application to Substitution Cases 
The principle of unjustifiable interference with reasonable business 
expectancies is most often applied in cases where the defendant has 
interfered with a business relationship between the plaintiff and a third 
party. However, the reason for application of the principle is the pro- 
tection of the plaintiff's business expectancy. Therefore, it seems 
reasonable that the principle could be adapted to substitution cases. 
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Where an ultimate consumer asks for or presents a prescription 
for a brand of drug, the manufacturer has an expectancy that the order 
will be filled by the druggist with goods purchased directly or indi- 
rectly from the manufacturer. Most druggists are honest and ethical 
and would not stoop to substitution. When the occasional retailer 
substitutes, the manufacturer suffers a loss in one of two ways. Either 
he suffers from the fact that the retailer has no inventory of the goods 
ordered and fails to make any purchase from the manufacturer, or, 
what amounts to the same thing, the manufacturer’s goods remain 
stationary on the retailer's shelf. Obviously the fact that the retailer 
has purchased goods from the manufacturer makes little or no differ- 
ence if he allows them to remain on the shelf and substitutes when 
there is a call for the manufacturer’s goods. 

Obviously, a pharmacist is not privileged to substitute. Substitu- 
tion is recognized as unfair competition for which another cause of 
action lies and consequently can’t be considered a privilege. See the 
article by J. H. Stamler, cited above. Also, the language of the court 
in the case of Winthrop Chemical Company, Inc., v. Weinberg, 60 F. (2d) 
461, 463 (CCA-3, 1932), is particularly appropriate on the question of 
privilege. There the court said: 

; “substitution by deception” is wrongful, but, when in the healing art there 
is “substitution by deception,” greed may reach the grade of malice. 

The court undoubtedly was referring to the common, not the 
legal, meaning of malice. 


Conclusion 

The proposition that it is a civil wrong for a person to inten- 
tionally and unjustifiably deprive another of a reasonable business 
expectancy even in the absence of an existing contract seems to be 
generally recognized. Though I have found no substitution case 
wherein this theory of the law was advanced, it seems that the 
proposition could be applied to these instances as another cause of 
action—-another string to the bow. [The End] 


e FTC-SEC REPORT—MANUFACTURING CORPORATIONS * 


The fourth 1956 quarterly financial report for manufacturing corpo- 
rations has been issued by the Federal Trade Commission and the 
Securities and Exchange Commission. These reports may be purchased 
from the Superintendent of Documents, United States Government 
Printing Office, Washington 25, D. C., at $1 a year, domestic (25 cents 
additional to a foreign address), and 30 cents for a single copy. 

















Some Drug Observations 


on the Federal Food, Drug, 





and Cosmetic Act 


INETEEN YEARS; 11,000 new-drug applications; no reported 

cases. 

Not quite nineteen years ago, a new concept was introduced in 
regulating the marketing of drug products—a procedure whereby the 
government was given authority to review each new drug prior to 
its sale in the United States. Since that time about 11,000 new-drug 
applications have been filed pursuant to these requirements. Products 
so reviewed have materially changed the course of medical practice. 
They have reduced death rates from pneumonia, rheumatic fever, 
cerebrospinal meningitis, tuberculosis, and a host of other killing and 
crippling diseases. At the manufacturers’ level, the value of shipments 
of pharmaceutical products increased from $386 million in 1939 to just 
shy of $2 billion in 1954, better than a fivefold gain. At the same time, 
the efficiency with which they conquered disease when compared to 
the price at which they were sold resulted, during this same period of 
time, in a decline in the percentage of disposable personal income ex- 
pended for medical care. Out of each dollar spent for medical care in 
1939, 18.3 cents went for prescriptions; today less than 14 cents is 
spent for that purpose. Hospitalized patients are released three days 
earlier, on the average. The life span has increased almost seven 
years. 

However, construction of the complicated statutory provisions 
which created the procedures by which new drugs are reviewed is not 
to be found in any reported decision, and notices of judgment contain 
few references to enforcement action based upon alleged violations 
of the new-drug section of the Federal Food, Drug, and Cosmetic 
Act. Why? 

Certainly, there is no lack of opportunity for controversy. The 
statutory provisions, and regulations thereunder, are subject to vary- 
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ing interpretations. Furthermore, practices that have evolved under 
the Act and regulations, though generally accepted by both industry 
and government, may, in some instances, have no legal support. How- 
ever, the good sense underlying most of these practices, together with 
the flexibility of the Food and Drug Administration in meeting prob 
lems, has contributed to a relationship between the regulated indus- 
tries and the Administration which is conducive to cooperation, not 
controversy. 

It may also be that neither the Administration nor manufacturers 
of new drugs has felt disposed to test the legal position of the other. 
Whatever the reason, the result has been the development of a whole- 
some relationship between the two groups. It is with these effects in 
mind that comments are here made concerning the legal position of 
the manufacturer and the government in carrying out their functions 
regarding new drug products. 


The first problem one meets is determining exactly what is being 
regulated. The obvious answer is “drugs” and “new drugs.” How- 
ever, the problem is not so easy. Although statutory definitions of 
these terms seem simple enough, their application can be confusing. 


Articles subject to “drug” requirements are: 


(1) articles recognized in the official . . . [compendia]; and (2) articles 
intended for use in the diagnosis, cure, mitigation, treatment, or prevention of 
disease in man or other animals; and (3) articles (other than food) intended to 
affect the structure or any function of the body of man or other animals; and 
(4) articles intended as acomponent of . . . [the above]. [Italics supplied. ] 
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At first reading, the definition seems inclusive and fairly specific. 
However, a number of questions arise in its application. For instance: 

(1) Are all articles that are recognized in an official compendium 
“drugs” even though not intended for drug use—for example, brandy 
or water for use as beverages, salt and soda for use as chemical addi- 
tives to food, antibiotics for use in control of plant diseases, acids and 
other chemicals for use in industrial operations, etc.? The ludicrous 
result that would follow a literal interpretation of the statute has been 
avoided, at least in the case of chemicals for industrial use, by quasi- 
official exemption, and long-standing practices that have not been 
objected to by the government seem to provide an answer as to the 
others. However, a cloud upon outright exemption remains in that 
the drug provisions of the Act might be applicable if such products 
are sold in good faith for other than drug purposes. 

(2) Another problem under the definition arises in the case of 
“components” of products intended for drug use. Does the word 
“components” include intermediates used in the production of chem- 
ical compounds for drug use? Chemical compounds, which compose 


the majority of modern drugs, are far different from mixtures, such as 
tinctures, fluidextracts, elixirs, etc., which the “component” clause of 
the drug definition seems to have contemplated. Practice is to dis- 
tinguish between intermediates and imgredients, but the distinction is 
one resulting more from the feel of intent than from the language of 


the statute. 

A “new drug” is defined as one which is either not generally 
recognized as safe for use under conditions prescribed, recommended 
or suggested in its labeling, or has not been used for a material time or 
to a material extent under such conditions. What is meant by “mate- 
rial time” or “material extent” or “conditions prescribed, recom- 
mended, or suggested in the labeling” is unknown. Legislative history 
and judicial decision are lacking, and regulations furnish no guide. 

Some of the questions frequently arising under the definition 
include the following: 

(1) When does a drug cease to be a “new drug”? 

(2) Do all similar drug products cease to be “new drugs” at the 
same time? 

(3) What effect does inclusion of a drug in an official compendium 


have upon its status as a “new drug”? 
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(4) Does safety of a veterinary drug depend upon its potential 
for harming animals or for causing economic loss to the animals’ 
owner or for causing harm to human beings who come into lawful or 
unlawful possession of the drug? 


(5) What effect does the exemption of a drug from prescription- 
dispensing requirements have upon its status as a “new drug”? 


None of these questions has a simple answer. In view of the wide 
room for controversy, it would seem that conflicts would be frequent 
and severe. However, outward appearances indicate that the affected 
industries have felt that the responsibilities flowing from the new-drug 
status of a product have not been so burdensome as to require that an 
issue be made regarding any of the numerous questions arising under 
the statutory definition. 


Statutory and Regulatory Requirements 


Having looked at some of the problems arising under the defini- 
tions of “drug” and “new drug,” we now consider requirements im- 
posed upon new drugs by the statute or regulations. 


Created in the heat of the so-called “sulfanilamide disaster,” the 
quasi-licensing system set up by the new-drug provisions of the statute 
has, from the standpoint of public health protection and economic 
importance, more far-reaching effects than any other portion of this 
Act or of any other statute—federal or state—regulating drug prod- 
ucts. Under this system, millions of dollars are expended annually by 
manufacturers in sponsoring the collection of clinical data to form 
part of the applications that must become effective prior to the mar- 
keting of new drug products. Basic manufacturers of new drug 
ingredients also collect data which is presented to the Administration 
in the form of a “master file” so that their customers, by referring to 
such data, may more easily obtain effective applications. An effective 
new-drug application has been likened in value to that of an issued 
patent. Each year, millions of dollars in sales rest upon the decisions 
of those in the Administration who review these applications. Al- 
though the drug industry and the Administration seem to share, with 
few exceptions, a common understanding of procedures under the 
new-drug requirements of the statute, when we analyze these require- 
ments, we find that legal support for practices which have evolved is 
frequently either cloudy or completely missing. 





PAGE 304 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1957 


For instance, the question occurs: Who must file an application ? 
Must every person who introduces a new drug into interstate commerce 
file an application, even though an application is already effective with 
respect to it? The relevant sections of the statute provide that a 
violation occurs if one commits the prohibited act of introducing or 
delivering for introduction into interstate commerce “any new drug 
unless an application . . . is effective with respect to such drug.” The 
statute does not provide that every person who introdwes a new drug 
into interstate commerce must file an application, but merely that 
“an” application must have become effective. Meager legislative his- 
tory surrounding these provisions furnishes no answer and the other 
provisions dealing with new drugs indicate no readily apparent result 
—yet the Administration has interpreted the statute to confer a pro- 
prietary interest in those holding effective new-drug applications, and 
feels that the only way by which another can benefit from such an 


application is by the express consent of the person who filed it or of his 


duly appointed successors in interest. Failing to obtain such consent, 
clinical research must be conducted anew as if the conclusions shown 
by such research had never been proved. However, the absence of such 
an interpretation might well lead to a kind of unfair competition 
where the fruits of costly synthesis and pharmacological screening 
programs preceding selection of a product, and subsequent toxicity 
studies and clinical investigations, would be reaped by those who lazily 
lie in wait and, without effort or expenditure, pluck them. Regardless 
of the legal basis, the good sense in the Administration's interpretation 
has probably been a major reason for the lack of reported decisions 
indicating any opposition to it. However, it may be noted that, under 
the antibiotic-certification system, once the Administration has pub- 
lished a monograph based upon clinical and pharmacological data 
submitted by one manufacturer, others who wish to manufacture the 
product may do so without submitting such data. 


Now let us suppose that a manufacturer has decided to go ahead 
and file an application, regardless of the fact that other applications 
are already effective with respect to the drug. How can he best pro- 
ceed? Of course, he may sponsor the clinical work prerequisite to 
obtaining an effective application anew. If such is done, an effective 
application will be issued to him so long as he meets the other require- 
ments. As stated before, the Administration also permits the applicant 
to arrange with one who holds an effective application, or who has 
filed a master file containing clinical information, to permit his use 
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of the data contained therein. As to the latter alternative, however, 
the would-be applicant could search the statute and regulations with- 


out any suggestion of how to proceed or, indeed, whether such a plan 


is even permitted. Again, the Administration’s procedures in this 
regard make sense and seem to be generally followed without serious 
question. 

Another reference procedure is one whereby an application is filed 
supplementary to an effective application, with the consent of the one 
holding the effective application. Unlike the first procedure, where 
the resulting application is separate and distinct from the one to 
which reference was made, the second method may give birth to a 
child dependent upon its parent. Although the second method has 
been widely used, it is not clear whether the child is affected by any 
future transgressions of its parent or whether the parent is responsible 
for the defalcations of its offspring. However, again no serious diffi 
culties in this regard appear to have arisen, and I hope that I will not 
be unduly repetitious in pointing out that this is probably due more 
to the spirit with which applicants and the Administration have 
approached the matter than to a clear understanding of the rights and 
responsibilities of the parties. 

Carrying our fictional applicant a step further, we find him a suc 
cessful suitor possessing a quasi-license entitling him to stay at the 
best hotels. Then he changes his mind and now desires to vary 
the methods, facilities, controls, or labeling from those set forth in the 
application. Must he inform FDA of such changes? If he looks at the 
statute for guidance, he finds none. However, the Administration has 
apparently found authority to require such notification, as well as 
FDA’s prior approval, in the statutory grounds for revocation or sus 
pension of an application. That section states that the only grounds 
for revocation or suspension of an effective application are (1) subse- 
quent data showing the drug to be unsafe or (2) an untrue statement 
of a material fact in the application. The latter was interpreted by 
regulation to mean that changes in conditions of use, components, 
composition, methods or facilities of manufacture, processing or pack- 
ing, or labeling would cause the application to contain an untrue state- 
ment of a material fact. 

An important question, in addition to that concerning statutory 
support for the regulation, is this: What procedural safeguards—such 
as right of appeal from adverse decision, and limitation of time upon 
administrative action or inaction—which the applicant enjoyed in 
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connection with the original application, does he have in regard to his 
application to make such changes? Does the proposal gain effective- 
ness by lapse of time, as in the case of the original application? If the 
Secretary of Health, Education, and Welfare refuses to permit the 
change, is there any ground for appeal? Even more basic: Does the 
Secretary have authority to refuse to permit the change? If so, what 


are the limitations upon this authority ? 


No hint of an answer is found in the statute or the regulations. 
Is he then at the mercy of whimsical decisions regarding subsequent 
changes? One way of avoiding this result might be to file a new appli- 
cation, to which all the procedural safeguards set forth in the new- 
drug section of the Act would attach. However, it appears that the 
general practice is to file what regulations call a “supplemental applica- 
tion” merely setting forth the changes to be made. Although supple- 
ments to applications far outnumber original ones and provide the 
reason for most frequent contacts with the Administration, no major 
difficulties appear to have been encountered under the system. In 
everyday practice, the Administration has acted speedily and with 


sympathetic consideration of the facts. Indications are that the Ad- 


ministration assumes the same responsibilities in regard to supple- 
ments as it does in regard to original applications. Although the rights 
and duties of the parties are not defined by the statute, it would seem 
that the practice which has developed has proved satisfactory to gov- 
ernment and industry. 


Suppose that the label of the original product contained the pre- 
scription legend and it now appears that the product should be sold 
over the counter. A 1951 amendment to the statute provides that a 
drug, for use by man, which is restricted by an effective application 
to use under professional supervision may be dispensed only in certain 
designated ways on prescription. It further provides that the Adminis- 
tration “may by regulation” remove such drugs from this restriction. 
Regulations were promulgated in December, 1954, to prescribe a 
method by which removal of the restriction could be accomplished. 
Under the regulations, the proposal for change may be in the form of 
a supplemental application, but “any interested person,” including the 
Secretary, may propose such a change. Submission of views upon a 
controversial proposal is provided for. This procedure appears to 
conflict with the usual approach, in which the applicant presents data 
privately to the Administration, whose function it is to review and 
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advise—not to act affirmatively on its own behalf, placing the applicant 
in a defensive role. Furthermore, the procedure appears to remove the 
proprietary interest one usually gains through clinical research regard- 
ing the safety of new drugs. In addition, no procedural safeguards 
are set forth and, as was noted above, it is not clear whether a sup- 
plemental application is entitled to the safeguards surrounding new- 
drug applications. 


The statute does not state that the promulgation of regulations is 
the only way by which the restriction of a new drug to prescription- 
dispensing may be removed. It is merely one of the ways by which 
the restriction could be removed. For more than three years follow- 
ing enactment of the amendment which permitted the Administrator 
to remove prescription-dispensing requirements by way of regulation, 
no such regulations were published, and the legend was removed 
from a number of new drug products with official sanction. This was 
done by appropriate amendments to effective new-drug applications 
on an individual basis. However, regulations now provide that a drug 
restricted by its new-drug application to prescription-dispensing 
remains so restricted until exempted under the rule-making process. 
Notice that this regulation applies only to drugs already restricted by 
effective applications and, presumably, would not apply to an original 
new-drug application in which over-the-counter marketing is proposed. 


Therefore, our fictional applicant might have two alternatives: to 
(1) file a supplemental application suggesting such a change or (2) file 
another new-drug application which sets forth labeling under which 
the product could be sold without a prescription. The latter procedure 
might avoid the cumbersome rule-making machinery, as well as pro- 
vide fhe procedural safeguards set forth in the new-drug provisions. 
However, it does not appear that such a procedure has been attempted 
to date in an effort to avoid the rule-making procedure; the attitude 
of the Administration toward it is unknown. The Administration 
might oppose it in that the avowed purpose of the presently used rule- 
making process is to achieve uniformity in the marketing of identical 
products. Whether uniformity will result is met with a question mark, 
since it appears that a manufacturer who is dissatisfied with an 


exempting regulation might be able to avoid its effect. Regulations 
setting forth the exempting machinery provide that a drug exempted 
under them may not be labeled with the prescription legend. The 
exempting regulations provide the terms under which exemption is 
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gained—statements of indications, dosage and/or warnings that must 
be placed on the label. If a product does not bear the statements pre- 
requisite to exemption, obviously it is not exempted from the 
prescription-dispensing requirements required by its effective new- 
drug application. Situations have already developed where a product’s 
uses are restricted by the exempting regulations for purposes of self- 
medication, but the basic application recognizes that the same product 


may be used safely under medical supervision for many other uses and 


it is so promoted by the manufacturer to physicians. In such cases, 
must the manufacturer market the product under two types of labeling 

one bearing over-the-counter labeling and the other bearing the 
prescription legend—or may the manufacturer select either of the two 
types of labeling to be employed? These questions, as well as the 
more basic ones concerning the procedure for changing the marketing 
of a drug from prescription-dispensing to over the counter, are as 
yet unanswered. 


Though the road has been bumpy, and washed out in places, our 
applicant has finally arrived, or so he thinks. His sales and advertis- 
ing groups are now ready to contact the market. At this point, the 
following questions arise: What control does the government have 
over product promotion and advertising? Must advertising matter 
be cleared with FDA? What promotional statements may be made for 
the product? What warning statements, if any, must be set forth in 
advertising? Some of these problems were recently described by the 
Administration’s Medical Director as going to the very heart of the 
new-drug procedure, and its underlying philosophy. Their importance 
is certainly admitted, for if conditions of use are not adequately known, 
the product may be either worthless or dangerous. . 


Under the new-drug provisions, only labeling must be submitted 
for clearance. The cases, as you know, have extended the concept of 
“labeling” quite a long way, so that the term includes printed matter 
having a textual relationship and common destination with the drug. 
Court decisions tell us this. Legislative history indicates that usually 
radio, newspaper and magazine advertising are not labeling. How- 
ever, newspaper or magazine advertisements might be considered as 
labeling if displayed with the drug at its point of sale. 

In the case of ethically promoted drugs, promotional literature 


frequently does not have a common destination with the drug to 
which it refers since the literature is sent to physicians and the drugs 





DRUG OBSERVATIONS ON ACT PAGE 309 


to pharmacies. Furthermore, the purpose of the literature is to inform 
persons who supervise the use of the product; not those who use the 
product for themselves. These factors create additional doubts regard 


ing the labeling status of such literature. 


Promotional Literature as Labeling—Prior Approval 


Whether a particular promotional piece must be submitted to the 
Administration for prior approval depends upon its status as labeling 
Advertisements that are not labeling need not be submitted. How 
ever, such advertisements are subject to the effective application. If 
an advertisement suggests conditions of use different from those stated 
in the application, proceedings might be instituted to revoke or suspend 
effectiveness of the application on the ground that it contains an untrue 
statement of a material fact. Furthermore, if the product is marketed 
over the counter and if advertising sets forth uses for which adequate 
directions are not contained in labeling, the product will be misbranded. 
In each instance, however, fault would lie in stating different condi- 
tions of use, and not in merely using different words to express the 


same conditions of use. 


Under the misbranding provisions, we find only one affirmative 
requirement as to the content of labeling, as distinguished from labels 
that is, labeling must bear adequate directions for use and adequate 
warnings against use. A question that frequently arises here is in 
regard to the labeling pieces that must bear such information. From 
the beginning, the section has not been interpreted to require that 
directions and warnings be placed in each piece of labeling. If direc 
tions and warnings are sufficiently prominent in certain pieces, it would 
seem that such information may be omitted from others. There are 
no hard and fast rules, however, for appraisal of the required prominence 
of directions or warnings or for selection of labeling pieces upon 
which such information must be stated, and it is doubtful if hard 
and fast rules would be workable. Each tub must é¢it on its own 
bottom. It is a matter to be judged according to the drug involved 
and the state of knowledge concerning its use. Again, it is an oppor 
tunity for industry-government cooperation. 

Throughout, an attempt has been made to limit examples to those 
that seem basic. Hundreds of details could be mentioned where manu- 
facturers go beyond the call of duty in satisfying the suggestions of 
their advisors in the Food and Drug Administration. Although legal 
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support may be lacking, agreement is reached on what is necessary, 
proper and workable in protecting public health in the manufacture 


and marketing of drug products. 

Lawyers naturally cherish the values of certainty and security 
in the law. However, changes in the drug industry are so swift and 
their effects so devastating upon past principles, that settled rules for 
regulating drug manufacture and distribution may be more burden- 
some than appropriate. 

Furthermore, significant changes are not the sole province of 
science. The average consumer today is better educated, more urbane 
and more perceptive, and management is more aware of its public 
responsibilities. The effects of these social changes affect the con- 
stantly shifting balance between freedom from control, on the one 
hand, and adequate regulation for public protection, on the other. 
Regulation which commingles social and scientific concepts must be 
flexible, in order to keep pace with the subjects and beneficiaries of 


its rules. 


The fact that the true meaning of drug regulations under the Fed- 
eral Food, Drug, and Cosmetic Act does not reside in its language is 
not a fault. That drug regulation is more to be felt than understood 
is only a natural result of a free competitive society’s encouraging of 
vast medical research. The kinds of problems created by the fruits of 
this research are welcomed. How sad we would be without them. 
There is another lesson in all this; it is that neither government nor 
industry can afford to maintain an uncompromising position, particu- 
larly through extreme statutory interpretations. The fact that a right 
exists by statute to make or market a drug product in a particular 
manner may not be a good reason or excuse for its exercise. The fact 
that the statute permits the Administration to forestall a plan of manu- 
facture or marketing likewise might, in certain circumstances, better 
be waived. 

An improvement in the control of drug products under the Federal 
Food, Drug, and Cosmetic Act is not to be found in a proliferation 
of detailed regulations, but in testing of each problem, as it arises, 
against the basic philosophy of the statutory scheme. This philosophy 
is the encouragement of conditions conducive to successful manufac- 
ture and marketing of safe and sound drug products. [The End] 
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Economic Adulteration.—A state court has upheld a regulation pro- 
hibiting the artificial coloring of potatoes.’ 

The Arkansas State Board of Health issued a regulation reading: 
“No artificially colored potatoes shall be sold . . . within the State of 
Arkansas.” The regulation also stated that: 

the application of non-toxic polishing or coating materials to potatoes when 
such use does not conceal damage or inferiority, is not a matter of objection, 
providing such polishing or coating materials do not contain coloring agents 

These regulations were based on the state statute to the effect 
‘if any substance has been added thereto 


that a food is adulterated 

so as to. . . make it appear better or of greater value than it is.’ 
The facts involved the addition of a red wax coating to Irish potatoes 
the charge being that this makes them appear better or of greater 
value. The court upheld the regulation. 


State courts are sometimes hard on such regulations, on a delega- 
tion-of-power theory. In such cases, the court looks directly at the 
statute and, in effect, makes its own regulations. But in the present 
case, the court upheld the regulation as a regulation. 

Manufacturer's Liability—In a Colorado case, a manufacturer has 
been held liable for injury from feeds, the liability being based on a 
violation of the state commercial feed law.* The lower court found 
that the manufacturer did not know and, in the exercise of reasonable 
care, could not have known that the feed would cause injury. The 
feed contained elemental sulphur and protein and, when mixed to- 
gether, these are harmful to cattle that overeat. 

(Continued on page 319) 


1 Arkansas State Board of Health v. Ar- * This is the same as Sec. 402(b)(4) of 
kansas Wholesale Grocers Association, CCH the federal Act. 
Food Drug Cosmetic Law Reports { 85,170 * White v. Rose, CCH Food Drug Cos- 
(Ark., 1956). metic Law Reports { 22,472 (CA-10, 1957). 
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The Scientists’ Forum— 


Several years ago, in a talk before the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association (‘‘The Interdependence 
of Law and Science Under the Food, Drug, and Cosmetic Act,"’ 9 Food Drug 
Cosmetic Law Journal 355 (June, 1954)), Dr. Oser stressed the need for 
collaboration among the professions in areas where their interests overlapped, 
concluding with the statement: 


“There should be no rivalry or competition between the professions of 
law and science, but rather a friendly collaborative relationship which should 
serve not only in the public interest, but as a mutually inspiring experience 
and a source of intellectual reward.” 


The decision to institute this section in the Journal is in effect a recogni- 
tion of the mutual benefits to be derived from such collaboration. 


It is hoped that the contributions of scientists with respect to both facts 
and opinions in their various fields will serve a useful purpose. 


Practical Equivalent of Zero 


In his contribution to “Procedures for the \ppraisal of the Toxi- 
city of Chemicals in Foods, Drugs and Cosmetics” * (facetiously re- 
ferred to as the “New Testament” of the Division of Pharmacology of 
the Food and Drug Administration), Dr. Wilbur I. Patterson stated: 


According to our present laws, the tolerance for many chemicals in foods 
To the analytical chemist zero is an unrealistic figure and, in practice, 


is zeToO 
becomes the limit of sensitivity of the analytical method. Such “zeros” 


zero 
have to be evaluated in terms of what is known of the toxicity of the chemical 
in question. Unless it is clear that the adoption of such a “zero” will result in 
no conceivable hazard to health, the sensitivity of the analytical procedure must 
be improved or the proposed use of the chemical abandoned. When the required 





1A series of articles which appeared in 
Food Drug Cosmetic Law Journal, October, 
1955 


312 





F. 


ter 


indi 
thou 
a to 


pert 
wra 
of h 


3 pe 
per 


fi ” c 


Res 


By BERNARD L. OSER 


Director, Food Research Laboratories, Inc. 





Fabian Bachrach 


sensitivity is less than 0.1 parts per million (p. p. m.), the solution of the analytical 
problem usually involves an extended investigation in which blanks and recoverie 
for the proposed method may become just as important as sensitivity 


This problem also arises in connection with the enforcement of 
Section 406(a) of the Federal Food, Drug, and Cosmetic Act when it 


becomes necessary to establish by analytical means whether or not 


a poisonous or deleterious substance has been added to a food. This 


is one of the features of the per-se doctrine which renders it difficult 
to apply in practice. 

To assist in resolving this problem, an ad hoc subcommittee was 
appointed by the Food Protection Committee, National Research 
Council, consisting of Professor Herbert E. Carter, chairman, and 
Drs. George C. Decker, Arnold J. Lehman, R. H. Philbeck and Henry 
F. Smyth, Jr. The following excerpts from their report will be of in- 
terest to readers of this JOURNAL: 

The Committee first outlined the general nature of the problems faced by 
industry and by regulatory agencies of the government arising from the adventi- 
tious presence in foodstuffs of a substance in such small quantities as to represent 
a toxicologically trivial amount (“practical equivalent of zero”) 

Some examples may serve to illustrate the type of problem involved 

1. A stable odorless sorbic acid can be produced if 10 ppm. of EDTA is 
permitted in it. This concentration might result in 0.02 ppm. of EDTA in chees« 
wrapped in sorbic coated paper. Such a level is trivial from the point of view 
of health but would not be permissible under a “zero” tolerance 

2. A certain operation may introduce mercury into edible oils at a level of 
3 parts per billion. This is a trivial level and actually is less than the 10 parts 
per billion level found in many foodstuffs. Yet, the tolerance for mercury in 
foodstuffs is zero. 

3. In making certain multiwalled bags a nonionic detergent must be used 
Resins packed in these bags may be made into food containers bearing 0.1 ppm 
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of nonionic detergent. The amount of detergent reaching the contained foodstuff 
in this way is the “practical equivalent of zero” but violates a zero tolerance. 

4. The addition of an antioxidant to polyethylene prevents discoloration and 
development of odor in extruded films. Foods contained in such material might 
acquire detectable (but certainly not functional) amounts of the antioxidant. 


These examples selected from a large number serve to illustrate the problems posed 
by the possible presence in foods of trivial amounts’ of substances arising from 
the complex processing and packaging operations of the modern food industry. 
To designate such quantities as the “practical equivalent of zero” would, on the 
surface, appear to be a possible solution of the legal problems involved. 


However, some extremely difficult problems arise in attempting to devise a 
procedure for determining the “practical equivalent of zero.” It is obvious that 
no general minimum level of concentration can be established as trivial since 
compounds differ markedly in their toxicological properties. Nor is it defensible 
to designate a given concentration of substance “A” as the “practical equivalent 
of zero” simply on the basis of an opinion as to its toxicity. In the final analysis 
a “harmless” level of substance “A” in a foodstuff can only be defined in terms 
of a quantitative evaluation of the biological effects of the substance. It there- 
fore seems necessary to establish the minimum deleterious level of any substance 
as a prerequisite for designating any given level of that substance as the “prac- 
tical equivalent of zero.” Having established such a tolerated level there seems 
to be no scientific basis for applying a term involving the word zero to a finite 
concentration. 


On the basis of these considerations the.Committee has arrived at the follow- 
ing conclusions: 

1. That the term “practical equivalent of zero” has no rigorous scientific 
basis, and that ta designate a finite concentration as zero cannot be justified on 
a scientific basis (although it may be expedient legaily to do so). 

2. That a “harmless” or “trivial” level of any substance in foods can only be 
determined on the basis of a quantitative study of its biological effects, or, in other 
words, by the establishment of a tolerated level. 


3. That the general principles involved in relating a minimum deleterious 
level to a harmless level deserve further careful consideration. (Perhaps such 
consideration by a group of pharmacologists and toxicologists could result in the 
development of a workable formula for deriving from the minimum level of 
observed toxicity a level at which the probability of damage would be so incredibly 
low as to approximate zero. The committee has in mind here a mathematical or 
statistical derivation rather than the present rule-of-thumb factor of safety.) 


The committee, at its request, was discharged following the sub- 
mission of its report. 


Report on Sulfur Dioxide 


An example of a food preservative which “per se does not present 
a toxicological hazard” is sulfur dioxide, according to a report in 
the Quarterly Bulletin of the Association of Food and Drug Officials for 
January, 1957. Used as such—or in the form of sulfites, bisulfites 
or metabisulfites—sulfur dioxide prevents microbiological deteriora- 
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tion, discoloration and oxidation in various dried or cut fruits and 
vegetables. 

Although it has a destructive effect on thiamine, the products 
on which it is used are not regarded as important sources of this vita- 
min. Additional factors considered as classifying these irritants as 
nonpoisonous per se were the capacity of the body to metabolize 
sulfites to harmless sulfates and the fact that residue levels above 
500 parts per million can readily be detected by off-taste. Although 
sulfites restore red color in old, dull-colored meat, they inhibit but 
do not prevent putrefactive spoilage; hence their use in this manner 
would tend to conceal decomposition and inferiority. 


Cosmetic Dermatitis 


In the first of a series of papers presented at a symposium spon- 
sored by the American Medical Association,? cosmetic dermatitis is 
described as arising in one of three ways: (1) direct chemical or 
physical irritation of normal, nonsensitized skin; (2) allergic sensitiza- 
tion, usually after a short period of exposure, to an otherwise harm- 
less ingredient; or (3) photosensitization by an ingredient which 
renders the skin locally sensitive to certain wave lengths of light. 
Most cosmetic dermatoses are truly allergenic—that is, they are at- 
tributable to sensitization acquired after use, although primary irri- 
tants can also be sensitizers even in subirritant dosage. 

Considering the growing use of cosmetics, the incidence of ad- 
verse reactions is quite low, according to Dr. C. T. Nelson, and 
“preparations available today are generally harmless.” However, the 
actual incidence of cosmetic dermatitis is hard to estimate, principally 
because of the difficulty of obtaining sufficiently complete and reliable 
histories from all users. Nevertheless, the types of cosmetics most 
frequently involved are deodorants, depilatories, hair tonics, pomades, 
lipsticks and nail polishes. 


Department of Agriculture Survey—Food Consumption 


The first six of a series of ten reports on a “Household Food 
Consumption Survey 1955” have just been released by the Agricultural 
Research and Marketing Services of the United States Department of 
Agriculture. The survey covers patterns of food consumption, ex- 
penditures, dietary levels, and food practices in households in urban, 





2C. T. Nelson, ‘Clinical Appraisal of of the American Medical Association 741 
Dermatoses Due to Cosmetics,"’ 163 Journal (March 2, 1957). 
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rural, and rural nonfarm communities distributed by geographical 
regions and income classes. 

These statistical data should. prove exceedingly useful to those 
concerned with operations under the Food, Drug, and Cosmetic Act. 
For example, in translating animal-toxicity data into terms of human 
hazard, it is essential to know how much of certain foods enter the 
human diet. To the extent that they determine consumer require- 
ments, food habits and preferences play an important role in the 
consideration of “honesty and fair dealing” as related to definitions 
and standards of identity of foods. Comparison of the nutritional 
status of population groups with food-consumption practices serves 
as a guide to nutritionists, food producers and processors, and public- 
health officials. How much baby food, instant coffee, jelly, eggs, 
canned tuna, brown-and-serve rolls, ice cream, etc., do the various 
segments of the American population consume? Which foods are 
staples and which are luxury items, and how are they related to family 
income v. expenditure? What are the trends with respect to pre- 
pared or “convenience” foods, frozen foods v. canned foods, natural 
fats and oils v. processed fats and oils? Answers to these questions 
can be obtained only from such surveys as this one, undertaken 
at regular intervals. The Department of Agriculture has performed 
an invaluable public service in assembling and publishing such in- 
formation which, incidentally, is available from the Superintendent 
of Documents, United States Government Printing Office, Washing- 
ton 25, D. C. 


Chemical-Additives Bill (Introduced April 9, 1957) 


» 


The so-called Administration bill (H. R. 6747) to amend the 
Food, Drug, and Cosmetic Act by prohibiting the use of unsafe 
chemical additives in foods was introduced by Representative Oren 
Harris on April 9, 1957. The pros and cons of this and similar bills 
will doubtless be discussed elsewhere in Foop DruGc Cosmetic Law 


JouRNAL. However, with respect to the three major areas of dis- 


agreement between government and industry witnesses who testified 
before a subcommittee of the House Committee on Interstate and 
Foreign Commerce early in 1956, it is of interest to note the proposals 
contained in this bill. (These controversial subjects were discussed 
in a paper by the writer in the April issue of this JOURNAL.*) 





ae B. L. Oser, ‘‘Food-Additives Legislation 
Drags On,"’ 12 Food Drug Cosmetic Law 
Journal 199 (April, 1957). 
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(1) Grandfather Clause—The definition of a chemical additive 
exempts those substances previously sanctioned or approved for use 
under the Food, Drug, and Cosmetic Act or the Meat Inspection Act 
and any substance: 

generally recognized, among experts qualified by scientific training and 
experience to evaluate its toxicity or other potentiality for harm, as having been 
shown through scientific procedures or through prolonged use in food to be safc 
for use under the conditions of its intended use. [Italics supplied.] 

If “prolonged use in foods” encompasses natural presence in foods, 
this phrase should go a long way toward exempting, for example, 
many synthetic flavoring agents which, although they are added to 
foods, also occur naturally. 


(2) Utility—Section 409(c)(3) of this bill requires that the pro- 
posed use have “functional value.” An exception is made, however, 
in that functional value shall not be taken into account in the event 
that the additive is not a poisonous or deleterious substance. This 
gives expression to the announced willingness of the Food and Drug 
Administration to barter abandonment of the impractical per-se doc- 
trine for the right to consider utility of a proposed additive. It would 
appear also to provide against rejection of an additive solely on the 
ground of lack of functional value. However, the exemption from 
consideration of functional value of only those additives which are 
not poisonous or deleterious substances seems to this writer to retain 
the per-se concept. How otherwise are these substances defined? A 
possible solution to this dilemma might be to exempt from functional 
consideration those additives whose safety under conditions of in 
tended use is such that no tolerance limit need be established for them 


(3) Judicial Review.—Refusal of the Administration to accept the 
declaratory judgment procedure advanced in several industry-supported 
bills is reflected in H..R. 6747. However, the bill permits petitions 
or questions raised thereby to be referred to ad hoc scientific advisory 
committees on the basis of whose report and recommendations the 
Secretary shall confirm, modify or establish the order or regulation 
in question, subject to judicial appeal. This is essentially the pro- 
cedure adopted in the Miller Act governing the use of pesticides in 
or on raw agricultural commodities (Section 408, adopted as Public 
Law No. 518 by the Eighty-fourth Congress) and urged elsewhere by 
this writer.* 





*In testimony by letter before the Sub- Committee on Interstate and Foreign Com- 
committee on Health and Science, House merce, 84th Cong., 2d Sess. (1956). 





STATE 


FOOD AND DRUG NOTES 








Kansas.—The 1957 session of the state 
legislature has enacted laws pertaining 
to hypnotic drugs (S. B. 194, approved 
April 5, effective after its publication in 
the statute book); opium (S. B. 199, 
approved April 5, effective July 1, 1957); 
weights and measures (H. B. 119, ap- 
proved March 27, and H. B. 118, ap- 
proved April 3, both effective after 
publication in the statute book); and 
meat (S. B. 336, approved April 5, ef- 
fective after its publication in the stat- 
ute book). 


Maryland.—The provisions of the stat- 
ute “Crimes and Punishments,” subtitle 
“Fraud—Drugs,” have been clarified by 
a recent enactment of the legislature, 
repealing and re-enacting the statute 
with amendments. Duplication of lan- 
guage which has made the statute diffi- 
cult to construe is removed, in order to 
clarify reading and application of it, 
but there is no substantive change. 

Laws concerning pharmacy, feedstuffs, 
insecticides and fungicides have been 
enacted. Another new law is concerned 
with the inspection of potatoes (Article 
48, Sections 187-196, Laws 1957, Chapter 
245, approved and effective March 18). 


Montana.—Amendments have been 
made to laws pertaining to weights 
and measures (H. B. 376, approved 
March 7, and H. B. 374, approved 
March 2, both effective July 1, 1957); 
pharmacy (S. B. 20, approved March 
2, effective July 1, 1957); bread (H. B. 
381, approved March 15, effective July 
1, 1957); and mustard seed (H. B. 256, 
approved March 7, effective July 1, 
1957). 


New Mexico.—A state law pertaining 
to the annual license fee for frozen-food 
locker establishments has been amended, 
to omit the words “and credited to the 
department of public health” from the 
last sentence, which reads: “All such 
amounts collected under section 3 (this 
section) of this act shall be deposited 
with the state treasurer.” 

Statutes dealing with hog-cholera 
vaccine have been amended (Laws 1957, 
Chapter 150) and an amendment has 
also been made to the law 
(Chapter 141). Both were 
approved March 26, to become effective 
June 8, 1957. 


narcotics 
measures 


North Dakota—By the terms of 
H. B. 646, approved March 19, to be- 
come effective July 1, 1957, the statute 
which pertains to manufacturing, com- 
pounding, selling or dispensing of drugs, 
poisons, medicines and chemicals has 
been amended. An internee pharmacist 
enrolled in a school of pharmacy after 
the freshman year as provided in sub- 
section 4, Section 43-1515, of the 1953 
Supplement, North Dakota Revised 
Code of 1943, will be permitted to 
manufacture, compound, sell or 
pense such articles for medical use and 
to dispense or compound a prescrip- 
tion of a medical practitioner. 


dis- 


West Virginia.—Under a recent amend- 
ment to the narcotics law of West 
Virginia, pharmacists are required to 
keep prescriptions on file for five years 
instead of two. 
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WASHINGTON 


WASHINGTON—Continued from page 262 
ss ae ate" 2 X <a ay 


In the Federal Trade Commission 


Price Discrimination—Beet Sugar.— 
A beet sugar manufacturer has been 
charged with giving price cuts to cus- 
tomers in Utah only. Alleging that the 
company has so discriminated since 1954, 
a Federal Trade Commission complaint 
contends that this action may substan- 
tially lessen competition between the 
company and its competitors, in viola- 
tion of Section 2(a) of the Robinson- 
Patman Amendment to the Clayton Act. 


The complaint says, for example, that 
the company reduced its prices in Utah 
in 1954, 1955 and 1956, and that it is 
currently selling sugar to customers in 
that state at $8.20 per hundredweight, 
which is 35 cents under the regular 
price. It also says that such price cuts 
would have been sufficient to divert 
business from the company’s competi- 
tors had these competitors not met the 
cuts immediately. Further, according to 
the complaint, these cuts—being limited 
to Utah—are particularly harmful to 
competing processors who sell mainly 
in that state. By comparison, the effect 
of these reduced prices has not been 
as great on the charged manufacturer, 


which, in 1956, sold only 3.325 per cent 
of its total production in Utah. 


In addition to injuring competition 
in the company’s line of commerce, the 
complaint states, the company’s price 
variances have an injurious effect on 
beet growers. Under the terms of con- 
tracts in the industry, the price a beet 
grower receives from the processor de- 
pends on the net returns the processor 
receives for its sugar. Thus, when the 
company lowered its price in Utah— 
followed by similar reductions by other 
processors—the growers’ prices were re- 
duced. (Issued April 8; released April 
19, 1957.) 


—Hair and Scalp Preparations.—A 
manufacturer of hair and scalp prepara- 
tions has been charged with giving a 
“warehouse allowance” to selected whole- 
salers. It is alleged also that some re- 
tailers, in order to be able to buy directly 
from the manufacturer, are required to 
purchase specific minimum quantities, 
while favored retailers may purchase 
directly in any quantity they desire. 
(Issued March 18; released March 25, 
1957.) 


CHRISTOPHER COMMENTS—Continued from page 311 


The decision was not based on the MacPherson* principle of de- 
fects known or which, by the exercise of reasonable care, should 
have been known. Rather, it is on the theory that the feed in question 
was sold in violation of the state commercial feed statutes, and that 


such sale was negligence as a matter of law. This means that if the 


product violates the feeds law, the producer is civilly lable for injury. 





* MacPherson v. Buick Motor Company, 
217 N. Y. 382, 111 N. E. 1050 (1916). 





CANADA- 


FOOD AND DRUG 


ITEMS 





\ recent trade information letter from 
the Canadian Department of National 
Health and Welfare reads, in part, as 
follows: 

April 17, 1957—No. 151.— 

“To: Manufacturers of Agricultural 
Chemicals and Agriculturists 
Tolerances for Residues of Agricul- 
tural Chemicals 


“Group 1 

“Pesticides applied prior to harvest 
leemed unlikely to produce harmful or 
poisonous residues when used in accord- 
ance with directions will not be dealt 
with until information or circumstances 
indicate that action is necessary. If 
they are not used properly and signifi- 
cant residues are found in any particu- 
lar case, the trade will be notified and 
further action taken promptly to estab- 
lish safe tolerances. 

ve ee SO point the list of such 
pesticides is reproduced.] 

“Group 2 

“Pesticides deemed unlikely to leave 
residues in foods because the processing 
of the food crop removes or destroys 
the pesticide so that none remains when 
the food reaches the consumer, will not 
be dealt with until further information 
or circumstances indicate that action is 
necessary. 

“ . . [At this point, the list of such 
pesticides and an established tolerance 
are reproduced. | 
“Group 3 

“The following pesticides are consid- 
ered to be too poisonous to permit any 
amount in or on foods reaching the con- 
recommendation will be 
Food and Drug 
that none of 


sumer and a 
made to amend the 
Regulations to require 


substances be present in or on 


Dinitro-o-secbutylphenol, Dinitro- 


these 
fox rds 
and salts, 


mercury 


hydrocyanic acid 
tetraphosphate, 


Selenium 


o-cresol, 

Hexaethy!] 
containing 
selenium compounds, Tetraethyl pyro- 


compounds, and 


phosphate. 
“Group 4 
“From 
cerning the 
not anticipated that any 
appear in or on foods as consumed and 
no tolerances need be set at this time 
for these materials: Dinitro-o-cyclo- 
hexylphenol, 2 (2, 4, 5-trichlorophenoxy ) 
propionic acid, a-chloro-N, N-diallyl 
acetamide, sodium trichloracetate (TCA), 
2, 4-dichlorphenoxyacetic acid, 2, 4, 
5-trichlorophenoxyacetic acid 
“However, should any residue be 
found on 
sidered a violation of 
the Food and Drugs 


information submitted con- 


following herbicides it is 


residues will 


will be 
4(a) ot 


foods the sale con- 
section 


Att. 


“Group 5 

“Although tolerances for 
most urgently needed have 
established, there is a considerable num- 
ber not referred to above for which an 
exemption is required from Section 4 
(a) of the Act through the establish- 
ment of a tolerance. Manufacturers are 
again urged to submit data and informa- 
tion promptly 


pesticides 
now been 


“Further tolerances have been estab- 
lished by amendments to the Food and 
Drug regulations since T. I. L. 146 
[see March, 1957 JourNAL, at page 191] 
was issued. 

“ . . [At this point, the schedule 
of tolerances is reproduced.]” 
ry [signature] 

C. A. Morell, DIRECTOR, 
FOOD and DRUG DIRECTORATE.” 
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